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General Information

HOTLINE™ Blood and Fluid Warmer
Part Number: IFU0O000836 (01)

This revision supercedes all previous revisions.

Every effort has been made to ensure that the information in this manual is accurate and details provided
are correct at the time of printing. The company, however, reserves the right to improve the equipment
shown. Mention of third-party products is for informational purposes only and constitutes neither an
endorsement nor a recommendation. ICU Medical ASD, Inc. (“ICU Medical”) assumes no responsibility with
regard to the performance or use of these products.

Level 1 and HOTLINE are trademarks of ICU Medical, Inc. or its Affiliates.

All other names and marks mentioned are the trade names, trademarks, or service marks of the
respective owners.

For further information, please call your local ICU Medical distributor or ICU Medical direct at
1800258 5361 or+1614 210 7300.

©2014,2017,2019, 2020, 2025 ICU Medical, Inc. or its Affiliates. All rights reserved.
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SECTION 1 « About this Manual

SECTION 1

About this Manual

This operator’s manual describes the assembly, use, and maintenance of
the HOTLINE™ Blood and Fluid Warmer. This manual is intended for use by
individuals trained in the healthcare and biomedical professions.

WARNING: These instructions contain important information for safe use of
the product. Read the entire contents of this operator’s manual, including
Warnings and Cautions, before using this product. Failure to properly follow
warnings, cautions, and instructions could result in death or serious injury to
the patient.

Indications for Use

The HOTLINE™ Blood and Fluid Warmer is designed for use with the
HOTLINE™ Fluid Warming Set to warm blood and intravenous (1.V.) fluids
and deliver them to the patient’s intravenous access site at normothermic
temperatures under gravity flow conditions. The HOTLINE™ Warmer is
intended for use by trained medical personnel to provide routine flow of
warmed L.V. fluid.

Conventions Used in this Manual

e The HOTLINE™ Blood and Fluid Warmer will be referred to as the
HOTLINE™ Warmer.

e The L Series Fluid Warming Sets (L-70, L-70NI, L-80) will be referred
to as the HOTLINE™ Fluid Warming Set or Disposable Set.

Convention Description

CONTRAINDICATION A Contraindication statement alerts the operator
to conditions when the device should not be
used.

CAUTION A Caution statement alerts the operator to

conditions that may cause malfunction, failure,
or damage to the device.

WARNING A Warning statement alerts the operator to
conditions that may cause death or serious injury
to the patient or operator.
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SECTION 2 . Description

SECTION 2

Description

The HOTLINE™ Warmer delivers blood and intravenous fluid at
normothermic temperatures by surrounding the sterile intravenous line
with a layer of warmed recirculating solution. An onboard recirculating
solution supply is heated to 41.5°C £+ 0.5 and circulated through the
outer lumen of the HOTLINE™ Fluid Warming Set, which surrounds the
intravenous line.

The HOTLINE™ Warmer employs a safe, recirculating solution heating
system, inherently free of “hot spots,” to actively warm the patient

line. Electronic circuitry continuously monitors the recirculating

solution temperature. The primary temperature control circuit limits

the recirculating solution to 42°C maximum. In the unlikely event of a
malfunction of this circuit, a second “watchdog” circuit will visually and
audibly alarm and stop the recirculating solution pump if the temperature
reaches 43.1°C. Fluid in the HOTLINE™ Fluid Warming Set is never exposed
to any damaging or dangerous temperatures while the HOTLINE™ Warmer
is operating.

The recirculating solution temperature and visual alarms are indicated
on the Display Panel on the front of the HOTLINE™ Warmer. A green
Operating light illuminates on this panel when the HOTLINE™ Warmer is
set up and operating correctly.

Components

The HOTLINE™ components are called-out in the following series of
figures.

Front View

1 Socket for HOTLINE™ Fluid Warming Set with the reflux
plug in place

2 Display Panel

2 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 2 . Description

Right Side View

1 Socket with the reflux plug removed

Clamp for LV. pole
Drain tube in tube holder

Reflux plug

i A W N

Power cord

Rear View
1 Fill-port plug

Drain tube in tube holder

Clamp for LV. pole

2
3
4 Protective earth terminal
5

Auxiliary electrical outlet (uncovered)

o . Left Side View
eﬂ oy 1 Power and Alarm Test Panel
(e} O TR
I| 0. 2 Fill-port plug
e_ Ox 3 Reservoir, contains recirculating solution
4 Float switch (inside reservoir)

[+ T — \
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SECTION 2 . Description

HOTLINE™ Fluid Warming Set

HOTLINE™ Fluid Warming Sets (L-70, L-70NI, L-80) are individually packed,
single-use disposables with a Sterile Fluid Path. The priming volume is

20 ml for the L-70 and L-70NI, and 21 ml for the L-80. The HOTLINE™ Fluid
Warming Set has a Twin-Tube Connector that plugs into the socket on the
right side of the HOTLINE™ Warmer. This is the only connection necessary
to provide the warming function. The HOTLINE™ Fluid Warming Set is
easily unplugged from the HOTLINE™ Warmer and discarded.

4 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 3 + Important Safety Information

SECTION 3

Important Safety
Information

This section covers information for prescribers and guidelines for safe use
of the HOTLINE™ Warmer.

CONTRAINDICATION

Not for use in warming platelets, cryo-precipitates, or granulocyte
suspensions.

WARNINGS

Death or serious injury may occur to the patient or operator if these
warnings are not followed.

¢ These instructions contain important information for safe use of
the product. Read the entire contents of this operator’s manual,
including Warnings and Cautions, before using this product.
Failure to properly follow warnings, cautions, and instructions
could result in death or serious injury to the patient.

e The HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8 are single-
use devices and are not intended for re-sterilization.

¢ Do not use HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8 if
the caps are not securely in place, else the I.V. flow path may not
be sterile.

e The HOTLINE™ Warmer is for use only with ICU Medical supplied
or approved parts, accessories, and Disposable Sets.
The device may not function as intended with the use of
unapproved parts, accessories, or Disposable Sets.

¢ Blood and blood products could contain pathogenic organisms.
Failure to follow institutional policy and procedures for
biomedical-hazardous materials could lead to exposure to
harmful pathogens.

¢ Set-up, priming, and use require aseptic technique as per
applicable institutional policies and procedures.

HOTLINE™ BLooD AND FLUID WARMER | Operator’s Manual 5



SECTION 3 +« Important Safety Information

WARNINGS [continued]

Prime the recirculating solution path before connecting to

the intravenous extension set. This is to confirm that there

is not a breach between the recirculating solution path and
intravenouspath. If fluid exits the patient end of the HOTLINE™
Fluid Warming Set before connecting to the intravenous
administration set, remove and replace HOTLINE™ Fluid Warming
Set.

Remove all air from the HOTLINE™ Fluid Warming Set, L-10, PC-8,
and YC-8 before connecting to the patient. Failure to do so may
result in introduction of air to the patient.

To reduce the risk of outgassed microbubbles entering patient
vasculature, an L-10 Gas Vent may be used with the HOTLINE™
Fluid Warming Set.

Not for use with pressure devices generating over 300 mmHg.
Pressure greater than 300 mmHg may compromise the integrity
of the HOTLINE™ Fluid Warming Set.

¢ To prevent a breach between the recirculating solution path and
intravenous path, do not use needles greater than 38 mm (1.5”)
in length when accessing the injection port. If there is a breach
between the recirculating solution path and intravenous path,
patient illness may occur because of the HOTLINE™ Warmer's
recirculating solution entering the patient’s bloodstream.

¢ Do not stick the HOTLINE™ Fluid Warming Set with needles, as
this will breach the L.V. path and compromise the integrity of
the patient intravenous line. If a Disposable Set with a breached
recirculating solution path/intravenous path is used, then
patient illness may occur because of the HOTLINE™ Warmer's
recirculating solution entering the patient’s bloodstream.

¢ Activation of the Over Temperature warning signal indicates that
warming has stopped and immediate operator intervention is
required to clear the over temperature condition or to remove
the device from service.

e If any visual indicator does not illuminate or the audible signal
does not sound, do not use the HOTLINE™ Warmer. Remove the
device from service immediately.

¢ Do not operate the HOTLINE™ Warmer in the presence of a
flammable anesthetic mixture with air, oxygen, or nitrous oxide.
The risk of explosion exists if the HOTLINE™ Warmer is operated

in a potentially explosive environment.

6 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 3 + Important Safety Information

WARNINGS [continued]

Do not use the HOTLINE™ Warmer in high-energy fields such as:
MRI, X-RAY, portable and mobile RF communications equipment,
and other such devices. The HOTLINE™ Warmer may act as a
projectile in a strong magnetic field, cause image artifacts, or not
function as intended.

Exposed conductor on MAINS power cord can cause an
electrocution hazard. Remove device from service if the MAINS
power cord has exposed wires.

Grounding reliability can only be achieved when the MAINS
power cord is connected to a properly grounded receptacle. Risk
of electrical shock exists if the equipment is not connected to a
properly grounded receptacle.

Do not mount the HOTLINE™ Warmer more than 107 cm (42")
above the floor. For convenience, 107 cm (42”) is indicated on the
HOTLINE™ Warmer power cord by a black mark. Mounting the
HOTLINE™ Warmer above 107 cm (42”) may result in instability of
the pole and tipping.

Ensure that the HOTLINE™ Warmer clamp is screwed tightly onto
the L.V. pole. Failure to securely mount the HOTLINE™ Warmer
onto the L.V. pole may cause the HOTLINE™ Warmer to slide down
the L.V. pole.

Do not use the HOTLINE™ Warmer if equipment or Disposable Set
malfunction is evident.

No operator-serviceable parts. All service must be performed by
ICU Medical or competent personnel.

No modification of this equipment is allowed.

The HOTLINE™ Warmer should not be used adjacent to or stacked
with other equipment. If adjacent or stacked use is necessary, you
should verify normal operation of the HOTLINE™ Warmer in the
configuration in which it is to be used.

Common portable and mobile consumer electronic devices may
cause interference with the HOTLINE™ Warmer. Observe the
HOTLINE™ Warmer to verify normal operation.

Facility wiring must comply with all applicable electrical codes.
Do not bypass power cord connections. Do not remove a prong
from the power cord.
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SECTION 3 +« Important Safety Information

CAUTIONS

Malfunction, failure, or damage to the device may occur if these cautions
are not followed.

o Federal (U.S.A.) law restricts this device to sale by or on the order
of a physician.

¢ Do not autoclave orimmerse any part of the HOTLINE™ Warmer
in liquids, which may cause damage and improper functioning.

¢ Never use organic solvents (e.g., acetone), strong acids, or bases
to clean any portion of the HOTLINE™ Warmer.

¢ Do not place the HOTLINE™ Warmer directly under a faucet or
use a faucet sprayer to rinse. Never spray cleaning or other fluids
into openings on the HOTLINE™ Warmer or into the external
connectors.

o This device is cooled by convection. Be sure the air vents on the
bottom and the back of the device are kept clear.

¢ Do not fill the HOTLINE™ Warmer reservoir with a HOTLINE™ Fluid
Warming Set in place. Failure to remove the HOTLINE™ Fluid
Warming Set before the fill procedure may result in an air lock in
the HOTLINE™ Warmer.

¢ Medical devices require specific material characteristics to
perform as intended. These characteristics have been verified
for single use only. Any attempt to re-process the device for
subsequent re-use may adversely affect the integrity of the
device or lead to deterioration in performance.

8 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 3 + Important Safety Information

Additional WARNINGS and CAUTIONS for Accessories
WARNINGS for the L-10 Gas Vent and L-80 Fluid Warming Set

¢ Do not tape over vents, else air will not be vented.

¢ Not for use with volumetric infusion pumps, hand pumps, or
syringes. These may compromise the integrity of the L-10 Gas
Vent or HOTLINE™ Fluid Warming Set.

e When the L-10 Gas Vent is in use, it should be placed at or below
the heart level. Do not raise the gas vent above the patient’s
heart level. If the gas vent is raised above heart level, air may be
entrained into the infusion line, possibly causing air embolism,
resulting in serious injury or death.

CAUTIONS for the L-10 Gas Vent and L-80 Fluid Warming Set

¢ This product contains natural rubber latex, which may cause
allergic reactions.

HOTLINE™ BLooD AND FLUID WARMER | Operator’s Manual 9



SECTION 4 « Assembly Instructions

SECTION 4

Assembly Instructions

Read through the instructions completely prior to setting up the
HOTLINE™ Warmer.

Step 1 - Unpack the HOTLINE™ Warmer
1 Open the shipping carton and remove the HOTLINE™ Warmer.

2 Check the contents of the package to verify the following
components are present:

o HOTLINE™ Warmer
e Operator’s Manual
e HOTLINE™ Inspection/Test Form

3 Examine the HOTLINE™ Warmer for damage. If any components
appear damaged, do not use the HOTLINE™ Warmer. Contact ICU
Medical for a replacement.

Note: After unpacking the HOTLINE™ Warmer, recycle packaging
material according to hospital policy for recyclable materials.

Step 2 - Clamp the HOTLINE™ Warmer to the I.V. Pole

WARNINGS

¢ Ensure that the HOTLINE™ Warmer pole clamp is screwed tightly
onto the L.V. pole. Failure to securely mount the HOTLINE™
Warmer onto the L.V. pole may cause the HOTLINE™ Warmer to
slide down the pole and may injure the patient or operator.

¢ Do not mount the HOTLINE™ Warmer more than 107 cm (42")
above the floor. For convenience, 107 cm (42") is indicated on
the HOTLINE™ Warmer line cord by a black mark. Mounting the
HOTLINE™ Warmer above 107 cm (42”) may result in instability of
the pole and tipping that may injure the patient or operator.

CAUTION

This device is cooled by convection. Be sure the air vents on the
bottom and the back of the device are kept clear.
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SECTION 4 +« Assembly Instructions

Slide the clamp (a) on the HOTLINE™ Warmer over the L.V. pole
(b) and tighten the clamp screw (c) firmly.

Check the tightness of the HOTLINE™ Warmer to ensure it is
securely clamped to the pole.

Step 3 - Disinfect the Reservoir

1

Prepare a 0.3% hydrogen peroxide solution by mixing 140 ml
of 3% hydrogen peroxide solution and 1,260 ml of distilled
water.

Remove the reflux plug from the socket if required, and then
remove the fill-port plug (d) and fill the reservoir with
1.4 liters of 0.3% hydrogen peroxide solution.

Replace the fill-port plug (d).

Insert a HOTLINE™ Fluid Warming Set (e) (L-70, L-70 NI, L-80)
into the socket.

Plug the HOTLINE™ Warmer into properly grounded power
outlet.

Turn the HOTLINE™ Warmer ON and let the solution circulate
for a 30-minute disinfection period.

Turn the HOTLINE™ Warmer OFF.

Invert the drain tube (f) and place a container under the
end of the tube. Remove the end cap (g) and drain the
recirculating solution into the container.

When all the recirculating solution has drained from the
reservoir, replace the end cap and insert the drain tube back
in the holder.

Remove the HOTLINE™ Fluid Warming Set and discard
according to established hospital procedures.

HOTLINE™ BLooD AND FLUID WARMER | Operator’s Manual 1



SECTION 4 « Assembly Instructions

Step 4 - Fill the Reservoir With Recirculating
Solution
WARNING

Do not fill the HOTLINE™ Warmer reservoir with a HOTLINE™ Fluid
Warming Set in place. Failure to remove the HOTLINE™ Fluid
Warming Set before the fill procedure may result in an air lock in the
HOTLINE™ Warmer.

Recirculating Solution Protocols

Use one of the following solutions for the reservoir.

Recwsulatmg Preparation Maintenance

Solution

0.3% Hydrogen Mix 140 ml of 3% hydrogen Replace solution and

Peroxide Solution peroxide with 1,260 ml of disinfect reservoir
distilled water. every 12 months.

Distilled Use distilled water. Replace solution and

Water disinfect reservoir

every 30 days.

35% Isopropyl Alcohol | Mix 700 ml of 70% isopropyl Replace solution and

Solution alcohol with 700 ml of disinfect reservoir
distilled water. every 30 days.

Note: Use distilled water only, not tap water. Failure to do so may cause
build-up of mineral deposits in the recirculating solution path, which may
impair heater performance.

1 Prepare the recirculating solution.

2 Remove the fill-port plug (a).

3 Fill the reservoir with 1.4 liters of recirculating solution.
4

Replace the fill-port plug.

Step 5 - Perform the Electrical Safety Tests

Perform all applicable electrical safety tests as required per institutional
procedure. Refer to Section 9, “Testing”, for more information about
electrical safety testing.

12 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual
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SECTION 5 « Principle of Operation

SECTION 5

Principle of Operation

HOTLINE™ Warmer delivers blood and intravenous fluid at
normothermic temperatures under routine, gravity flow rates.
Conventional fluid warming systems suffer from cool-down

between the warmer and the patient connection. HOTLINE™ Warmer
overcomes this problem by providing active warming of the patient
line all the way to the patient connection.

Active warming is achieved by surrounding the sterile intravenous
line with a layer of precisely controlled warm recirculating solution
(a), thereby protecting the patient line against exposure to cold and
eliminating patient line cool-down.

The unique design of the HOTLINE™ Fluid Warming Set allows blood
and intravenous fluid to be delivered to the patient at normothermic
temperature at gravity flow rates to 50-5,000 ml/hr.

Infusate Delivery Temperatures

The following table shows the typical infusate delivery temperatures
at the patient end of an L-70 HOTLINE™ Fluid Warming Set.

Note: The setpoint temperature of the recirculating solution is 41.9°C.

44.0
42.0
40.0
38.0
36.0
34.0
32.0
30.0
28.0
26.0
24.0 -
22.0
20,0 T T T T T T T T i

50 250 500 750 1000 1250 1500 2000 2500 3000 3500 4000 4500 5000

Temperature °C

Flow Rate (ml/hr) —@&— 20°C Infusate

Ambient Temperature Range: 20°C + 2°C ~+-B3-+ 10°C Infusate
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SECTION 6 + Operation

SECTION 6

Operation

This section describes the controls and displays that monitor and control
the HOTLINE™ Warmer, and the modes of operation.

Controls and Displays
¢ Display Panel
e Power and Alarm Test Buttons
¢ Reservoir Level Display

Display Panel

The Display Panel is located on the front of the HOTLINE™ Warmer and
provides continuous information about the operation of the HOTLINE™
Warmer. A liquid crystal display (LCD) indicates recirculating solution
temperature. Just below the LCD, four light-emitting diodes (LEDs)
indicate operation modes for the HOTLINE™ Warmer.

1 Recirculating Solution Temperature - The temperature is
displayed in degrees Celsius.

2 ON/Operation - The green LED illuminates when the power
is turned on and the HOTLINE™ Fluid Warming set is properly
installed.

3 Check Disposables - The red LED illuminates and an audible
attention signal beeps when the HOTLINE™ Fluid Warming Set is
not properly installed.

4 Add Recirculating Solution - The red LED illuminates and an
audible attention signal beeps when the level in the reservoir is
low and additional recirculating solution must be added.

5 OverTemperature - The red LED illuminates and an audible
warning signal beeps when the recirculating solution is over the
acceptable temperature for safe use.

14 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual
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SECTION 6 +« Operation

Power and Alarm Test Panel

The Power and Alarm Test Panel is located on the left side of the
HOTLINE™ Warmer next to the reservoir. This panel contains two
pressure-sensitive buttons that are activated when pressed, and the
ON/OFF switch.

1 Over Temperature Alarm Test Button - The Over Temperature
Alarm Test is used to confirm the proper operation of the Over
Temperature circuitry.

2 Alarm Test Button - The Alarm Signal Test is used to confirm
proper operation of the visual and audible alarms.

3 Power ON/OFF Switch - The black switch toggles to turn power
ON and OFF.

Reservoir Level Display

The reservoir for the recirculating solution is located on the left side of the
HOTLINE™ Warmer, next to the Power and Alarm Test Panel. The level of
the recirculating solution is visible in the reservoir. Two symbols indicate
the maximum (a) and minimum (b) solution level requirements.

HOTLINE™ BLooD AND FLUID WARMER | Operator’s Manual 15



SECTION 6 + Operation

Modes of Operation
The HOTLINE™ Warmer operation is defined in the following modes:

e OFF Mode

e ON/Operating Mode

e Check Disposables Mode

¢ Add Recirculating Solution Mode
e Over Temperature Alarm Mode

The description of each mode includes a definition of the mode, activation
and/or monitoring of the mode, mode characteristics, and method to
clear the mode state.

()
OFF Mode 2 _n
The power switch is in the OFF position (a) and the HOTLINE™ Warmer is C—,
turned off.
(—)
ON/Operating Mode n
The power switch is in the ON position (b) and the HOTLINE™ Fluid b—
Warming Set has been properly installed.
Mode characteristics
e The green Operating LED (c) illuminates. g -

e The reservoir temperature display will begin to increase.

e The recirculating solution path in the HOTLINE™ Fluid Warming Set
will automatically prime.

Check Disposables Mode

The Check Disposables mode indicates a missing or improperly installed
HOTLINE™ Fluid Warming Set.

Mode characteristics 1
e The green Operating LED on the Display Panel turns off. d 1 | |
e The red Check Disposables LED (d) on the Display Panel illuminates.

e The audible alarm sounds (54-59 dB) and repeats approximately
every two seconds.

¢ The recirculating solution stops circulating.

To clear this mode, check that the Twin-Tube Connector on the HOTLINE™
Fluid Warming Set is firmly inserted in the socket.

16 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 6 +« Operation

Add Recirculating Solution Mode
The Add Recirculating Solution mode indicates that the solution level in
the reservoir is below its minimum level.

Mode characteristics
e The green Operating LED on the Display Panel turns off.
e The red Add Solution LED (a) on the Display Panel illuminates.

e The audible alarm sounds (54-59 dB) and repeats approximately
every two seconds.

¢ The recirculating solution stops circulating.
To clear this mode, add recirculating solution to the reservoir.

Over Temperature Alarm Mode
The Over Temperature Alarm mode indicates that the temperature of the
recirculating solution is at or above 43.1°C.

Mode characteristics

e The green Operating LED on the Display Panel turns off.
e The red Over Temperature LED (b) on the Display Panel illuminates.

e The audible alarm sounds (54-59 dB) and repeats approximately
every two seconds.

¢ The recirculating solution stops circulating.

For instructions to clear this mode, see Section 8, “Troubleshooting”.
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SECTION 7 + Operating Instructions

SECTION 7

Operating Instructions

The Operating Instructions are grouped into five segments. Read through
each segment BEFORE performing a procedure.

WARNINGS

e Set-up, priming, and use require aseptic technique as per
applicable institutional policies and procedures. Death or serious
injury may occur to the patient or operator if this warning is not
followed.

¢ Grounding reliability can only be achieved when MAINS power
cords are connected to a properly grounded receptacle. Risk of
electrical shock exists if the equipment is not connected to a
properly grounded receptacle.

¢ Do not fill the HOTLINE™ reservoir with a HOTLINE™ Fluid
Warming Set in place. Failure to remove the HOTLINE™ Fluid
Warming Set before the fill procedure may result in an air lock in
the HOTLINE™ Warmer.

Step 1 - Set Up the HOTLINE™ Warmer

1 Check that the level is above the minimum level mark (a) on the
reservoir. Add recirculating solution to the reservoir through the
fill-port if required.

2 Check the condition of the HOTLINE™ Warmer with a visual
inspection before using. Remove from service any HOTLINE™
Warmer that shows physical damage.

3 Plug the HOTLINE™ Warmer into properly grounded power
outlet.

18 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual




SECTION 7 +« Operating Instructions

Step 2 - Set Up the HOTLINE™ Fluid Warming Set

WARNINGS

e The HOTLINE™ Fluid Warming Set is a single-use device and is not
intended for re-sterilization. Death or serious injury may occur to
the patient or operator if this warning is not followed.

¢ Do not use HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8
if the caps are not securely in place, else flow path may not be
sterile and may cause death or serious injury.

¢ Prime the recirculating solution path before connecting to the
intravenous extension set. This is to confirm that there is not a
breach between the recirculating solution path and intravenous
path. If fluid exits the patient end of the HOTLINE™ Fluid Warming
Set before connecting to the intravenous extension set, remove
and replace HOTLINE™ Fluid Warming Set. Death or serious
injury may occur to the patient or operator if this warning is not
followed.

To set up the HOTLINE™ Fluid Warming Set, you will need the following:
e HOTLINE™ Warmer
e Intravenous administration set
e Intravenous fluid or blood
e Extension Set, 20 cm (8”) or less in length (optional)

1 Remove the reflux plug (if present) from the socket on the right
side of the HOTLINE™ Warmer.

2 Plug the Twin-Tube Connector on the HOTLINE™ Fluid Warming
Set (a) into the socket.

3 Turn ON the power switch.

e The green Operating LED on the Display Panel illuminates.

e The recirculating solution temperature display will begin to
increase.

¢ The recirculating solution path in the HOTLINE™ Fluid
Warming Set will automatically prime.

4 Remove the end cap and inspect the patient end of the
HOTLINE™ Fluid Warming Set for leaks to confirm the integrity of
the intravenous pathway.
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Step 3 - Connect the Intravenous Administration Set

WARNINGS

e Remove all air from the HOTLINE™ Fluid Warming Set, L-10, PC-8,
and YC-8 before connecting to the patient. Failure to do so may
result in introduction of air to the patient, which may contribute
to serious patient injury or death.

¢ To prevent a breach between the recirculating solution path and
intravenous path, do not use needles greater than 38 mm (1.5”)
in length when accessing the injection port. If there is a breach
between the recirculating solution path and intravenous path,
patient illness may occur because of the HOTLINE™ Warmer's
recirculating solution entering the patient’s bloodstream.

¢ Do not stick the HOTLINE™ Fluid Warming Set with needles, as
this will breach the L.V. path and compromise the integrity of
the patient intravenous line. If a Disposable Set with a breached
recirculating solution path/intravenous path is used, then patient
iliness may occur because of the HOTLINE™ Warmer's recirculating
solution entering the patient’s blood stream.

1 Connect the V. fluid and the intravenous administration set to
the HOTLINE™ Fluid Warming Set.

2 Fully prime the intravenous administration set, the HOTLINE™
Fluid Warming Set, and patient extension set (if used).

3 Connect the distal end of the HOTLINE™ Fluid Warming Set to
the patient’s intravenous access site without entrapping air.

Step 4 - Using the HOTLINE™ Warmer

WARNINGS

e Activation of the Over Temperature warning signal indicates that
warming has stopped and immediate operator intervention is
required to clear the over temperature condition or to remove
the device from service. Death or serious injury may occur to the
patient or operator if this warning is not followed.

e If any visual indicator does not illuminate or the audible signal
does not sound, do not use the HOTLINE™ Warmer. Remove the
device from service immediately. Death or serious injury may
occur to the patient or operator if this warning is not followed.
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WARNINGS [continued]

¢ Not for use with pressure devices generating over 300 mmHg.
Pressure greater than 300 mmHg may compromise the integrity
of the HOTLINE™ Fluid Warming Set.

1 Wait until the recirculating solution temperature display reaches
41°C, which indicates the HOTLINE™ Warmer is ready for use.

2 Adjust the rate of L.V. flow using the clamp on the intravenous
administration set.

Note: Do not kink the Disposable Set. Do not restrict the circulation of
the solution through the tubing.

Step 5 - After Use

WARNING

Blood and blood products could contain pathogenic organisms.
Failure to follow institutional policy and procedures for biomedical-
hazardous materials could lead to exposure to harmful pathogens.

1 Turn OFF the power switch.

2 Remove the HOTLINE™ Fluid Warming Set, and insert the reflux
plug (a) into the socket.

3 After use, handle and dispose of the HOTLINE™ Fluid Warming
Set in a safe manner according to local guidelines for disposal of
contaminated medical waste.

4 Wipe down the external surfaces of the HOTLINE™ Warmer with
mild liquid detergent soap and warm tap water mixture and a
soft cloth or sponge. See Section 10, “Maintenance”, for more
details about cleaning and external disinfection.

Huidw

Amey

Storage

Store the HOTLINE™ Warmer in a cool, dry place. Do not expose to
extreme temperatures. See Section 13, “Specifications and Accessories”, for
more details.
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SECTION 8

Troubleshooting

Troubleshooting

Only competent personnel should perform any routine maintenance and
repairs to the HOTLINE™ Warmer.

Problem Check the following

No power 1 Confirm that the HOTLINE™ Warmer is plugged in
properly.

2 Confirm that the power switch is in the ON position.

Note: If the HOTLINE™ Warmer is plugged in and the
power switch is turned ON, the green or red LED will
illuminate.

Check Disposables Confirm that the HOTLINE™ Fluid Warming Set is properly

alarm installed.

1 Push the Twin-Tube Connector firmly into the socket on
the right side of the HOTLINE™ Warmer.

Note: Turn OFF the power switch before replacing the
HOTLINE™ Fluid Warming Set.

2 Ifthe alarmis not cleared, replace the HOTLINE™ Fluid
Warming Set. Turn ON the power switch and verify that
the alarm has cleared.

3 Ifthe alarm is not cleared, remove the HOTLINE™
Warmer from service.

Add Recirculating
Solution alarm

Check the level in the reservoir

o Turn OFF the power switch, remove the HOTLINE™ Fluid
Warming Set if installed, and add recirculating solution
to the maximum level.

Over Temperature
alarm

1 Check the HOTLINE™ Fluid Warming Set for kinks or
other restrictions.
2 Check for air lock:

a Turn the power switch OFF, remove the HOTLINE™
Fluid Warming Set, and gently shake HOTLINE™
Warmer to dislodge air.

b Plugin the HOTLINE™ Fluid Warming Set and turn
power switch ON.

¢ Ifthe alarmis not cleared, remove the HOTLINE™
Warmer from service and return it for repair or
replacement.

Hot cabinet

Check for blocked air vents on the bottom or the back of
the HOTLINE™ Warmer.

Note: Room temperature above 42°C may cause the
HOTLINE™ Warmer to shut down and the Over Temperature
alarm to activate. In this situation, turn the power switch
OFF and allow the HOTLINE™ Warmer to cool down before
returning it to service.
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SECTION 8 + Troubleshooting

Check the following

Difficult to install
the HOTLINE™
Fluid Warming Set

Lubricate O-rings in the socket. Refer to Section 10,
“Maintenance”, for the procedure.

Recirculating
solution leaks at
the socket where
the HOTLINE™
Fluid Warming

Set plugs into the
HOTLINE™ Warmer

Replace O-rings. Use the O-ring Replacement Kit:
P/N 80-04-001. Refer to Section 10, “Maintenance”,
for the procedure.

Electrical
interference -
receiving or
transmitting

1 Move the HOTLINE™ Warmer away from the device in
question.
2 Plug the HOTLINE™ Warmer into a separate electrical
circuit.
o If the problem continues, notify ICU Medical or your
local ICU Medical distributor.
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SECTION 9

Testing

The HOTLINE™ Warmer should be tested by hospital biomedical personnel
prior to placing it in service. All testing and maintenance should be
performed by competent personnel. If competent personnel are not
available, contact ICU Medical or your local ICU Medical distributor.

If the HOTLINE™ Warmer and any installed accessories do not pass any
of the listed tests, discontinue use of the HOTLINE™ Warmer and remove
from service. Contact ICU Medical or your local ICU Medical distributor.

WARNING

If any visual indicator does not illuminate or the audible signal
does not sound, do not use the Fluid Warmer. Remove the device
from service immediately. Death or serious injury may occur to the
patient or operator if this warning is not followed.

Note: Alarm testing requires a HOTLINE™ Fluid Warming Set to be installed
and that the HOTLINE™ Warmer be turned ON and in the Operating mode.

Alarm Signal Test

The Alarm Signal Test is used to confirm proper operation of the visual
and audible alarm indicators.

1 Press and hold the Alarm Test button (a).
2 Observe the following: a A\

o The green Operating LED turns off.

e Three red LEDs (Check Disposables, Add Solution, and Over
Temperature) illuminate.

e The audible alarm sounds (54-59dB) and repeats
approximately every two seconds.
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Over Temperature Alarm Test

The HOTLINE™ Warmer should be running at an operating temperature of
approximately 41°C to 42°C.

1 Press and hold the Over Temperature Alarm Test button (a).
2 Observe the following:

e The recirculating solution Over Temperature Alarm activates
at43°C.

¢ The green Operating LED turns off.
e The red Over Temperature LED (b) illuminates.

¢ The audible alarm sounds (54-59 dB) and repeats
approximately every two seconds.

3 Stop pressing the Over Temperature Alarm Test button to stop
the test.

Add Recirculating Solution Test

The HOTLINE™ Warmer is equipped with a float switch, which senses
the recirculating solution level in the reservoir. When the recirculating
solution is too low, the Add Recirculating Solution Alarm will activate.

1 Remove the fill-port plug (c) on the reservoir.

2  Gently depress the float switch (d). (This action will simulate the
low solution condition.)

Note: Use a non-metal tool to depress the float switch because the
float switch contains a magnet.

3 Observe the following:

¢ The green Operating LED turns off.
e The red Add Recirculating Solution LED (e) illuminates.

¢ The audible alarm sounds (54-59 dB) and repeats
approximately every two seconds.
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Check Disposables Test

An interlock switch/sensor, located in the socket on the right side of the
HOTLINE™ Warmer, senses a properly installed HOTLINE™ Fluid Warming
Set. When the switch does not sense a HOTLINE™ Fluid Warming Set, the
Check Disposables alarm activates.

1 Slowly remove the HOTLINE™ Fluid Warming Set (a) from the
HOTLINE™ Warmer socket.

2 Observe the following actions:

e The green Operating LED turns off.
e The red Check Disposables LED (b) illuminates.

e The audible alarm sounds (54-59dB) and repeats
approximately every two seconds.

Note: In any alarm condition, the pump should not be running.
A small amount of solution dripping from the disconnection is normal
and should stop in a few seconds.

Temperature Verification of the Recirculating
Solution

Use the Level 1™ TEMP CHECK Thermometer (HLTA-40) to verify
the displayed recirculating solution temperature. Other methods of
temperature verification may be inaccurate.

TEMP CHECK provides an accurate reading of the highest temperature
of the recirculating solution. Because the temperature of the reservoir

is typically 0.5°C to 2.0°C lower than the temperature from the heater,
and the temperature of the recirculating solution begins to drop due to
the effect of ambient temperature on the HOTLINE™ Fluid Warming Set,
the highest temperature of the solution is just after it leaves the heater.
During the temperature verification test, the TEMP CHECK is positioned
on the right side of the HOTLINE™ Warmer attached to the socket and
senses the solution just after it leaves the heater and before it enters the
HOTLINE™ Fluid Warming Set.

Refer to the TEMP CHECK HLTA-40 Thermometer Operator’s Manual for
complete Temperature Verification and Calibration Instructions.

To verify the recirculating solution temperature, you will need the
following:

e TEMP CHECK (HLTA-40)
e HOTLINE™ Warmer
e HOTLINE™ Fluid Warming Set
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SECTION 9 . Testing

To Verify the Recirculating Solution Temperature:

1
2

Plug the HOTLINE™ Warmer into a power outlet.

Place the TEMP CHECK on the top right corner of the HOTLINE™
Warmer and plug it into the socket on the right side of the
HOTLINE™ Warmer.

Plug the Twin-Tube Connector on the HOTLINE™ Fluid Warming
Set into the socket on the right side of the TEMP CHECK.

Remove the black label from the auxiliary outlet on the back of
the HOTLINE™ and plug in the TEMP CHECK power cord.

Note: The auxiliary outlet is for use only with ICU Medical
accessories.

Turn ON the HOTLINE™ Warmer. Allow 15 minutes for the
temperature to stabilize.

If the TEMP CHECK display indicates a temperature between 41°C
and 42°C, and the HOTLINE™ Warmer display equals the TEMP
CHECK display, recirculating solution verification is complete.
Refer to the TEMP CHECK Manual for OVERTEMP ALARM
verification.

If the TEMP CHECK display does not indicate a temperature
between 41°C and 42°C, refer to the TEMP CHECK Manual for
calibration instructions.
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Periodic Electrical Testing

Electrical Safety Tests must be performed by competent personnel
authorized by the institution to perform such testing. The Safety Tests
must be performed and documented at least once per year, or according
to institutional policy. These tests include but are not limited to:

¢ Leakage current
¢ Ground bond test

Note: All equipment connecting to the device must conform to IEC or ISO
standards for requirements for medical electrical systems (e.g., IEC 60601-1 or
clause 16 of IEC 60601-1 3Ed.). Any persons connecting additional equipment
to the device, is responsible that the device system created as a result complies
with the standard requirements for medical electrical systems.

Leakage Current

Leakage current must be tested according to methods and pass/fail
criteria described in [EC 60601-1. Leakage current must be performed
with the heater circuit in the full ON condition. To achieve this condition,
perform the test when the reservoir is at room temperature. When the
HOTLINE™ Warmer is first turned on and the temperature is rapidly rising,
but still below 41°C, the heater circuit is in a full ON condition.

Note: The HOTLINE™ Warmer is equipped with sensing interlocks. A
HOTLINE™ Fluid Warming Set is required to correctly operate the HOTLINE™
Warmer and perform leakage current testing. Do not defeat the sensing
interlocks or try to operate the HOTLINE™ without a HOTLINE™ Fluid Warming
Setin place.

Ground Bond Test

Ground bond test must be tested according to methods and pass/fail
criteria described in IEC 60601-1.
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SECTION 10

Maintenance

Only competent personnel should perform any routine maintenance and
repairs to the HOTLINE™ Warmer. Maintenance is scheduled with each use,
every 30 days, and every 12 months. The tasks are described below.

Maintenance Performed with Every Use

CAUTION

Do not autoclave or immerse any part of the HOTLINE™ Warmer in
liquids, which may cause damage and improper functioning.

Clean and inspect the HOTLINE™ Warmer.

Clean the Exterior
Clean the entire HOTLINE™ Warmer after every use.

CAUTIONS

¢ Never use organic solvents (e.g., acetone), strong acids, or bases
to clean any portion of the HOTLINE™ Warmer

¢ Do not place the HOTLINE™ Warmer directly under a faucet or
use a faucet sprayer to rinse. Never spray cleaning or other fluids
into openings on the HOTLINE™ Warmer or into the external
connectors.

1 Toisolate equipment from MAINS, unplug the HOTLINE™ Warmer
before servicing.

2 Visually inspect the HOTLINE™ Warmer to ensure there is no
visible damage or deterioration of the enclosure such as cracks,
or deterioration of the labels and power cord. Do not clean if
there is a defect. Contact ICU Medical or your local
ICU Medical distributor.

3 Immerse a soft cloth or sponge as an applicator into the cleaning
solution consisting of mild liquid detergent soap and warm
tap water mixture. Squeeze out excess solution so that the
applicator is not dripping. Wipe or scrub the entire surface of
the enclosure and control panels. Use a soft brush to clean the
power cord if necessary.
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4 Rinse a separate soft cloth or sponge in room temperature
running potable water. Squeeze out excess water so that the
applicator is not dripping. Wipe all of the aforementioned
surfaces. Repeat rinsing the cloth or sponge several times with
fresh running water during this process to insure all visible
residue is removed.

Dry the item with a hand towel or soft cloth.

6 Visually inspect the HOTLINE™ Warmer and its components to
insure that they have been thoroughly cleaned. Repeat cleaning
procedure if necessary.

7 After thoroughly cleaning the HOTLINE™ Warmer, perform
disinfection if required.

8 Ifitis hospital policy to perform disinfection as part of
reprocessing, then follow your institution’s guidelines for
disinfecting of the surfaces of non-critical medical devices. The
list below includes low-level disinfectants that are commonly
used in the medical community and high-level disinfectants
that are claimed by the manufacturer. The effectiveness of
these listed disinfectants should be validated using the hospital
procedures.

The following disinfectant agents can be used without causing
damage to the enclosure:

Low Level Disinfectants:

o fantastik® All Purpose Cleaner
High Level Disinfectants:

1.56% Phenol (e.g., Sporicidin®)
3.4% Glutaraldehyde (e.g., CIDEX® Plus)

10% Bleach solution

1% Ammonia solution

°

Surface disinfectants compatible with plastic materials.

9 Rinsing of the disinfectant residue should be done using a soft
cloth or sponge as the applicator.

30 HOTLINE™ BLoop AnD FLUID WARMER | Operator’s Manual



SECTION 10 - Maintenance

General Inspection

e Check the condition of the HOTLINE™ Warmer with a visual
inspection before using. Remove from service any HOTLINE™
Warmer that shows physical damage.

e If the HOTLINE™ Fluid Warming Set does not install easily, lubricate
the O-Rings as directed in the following section.

Disinfect the Reservoir and Change the
Recirculating Solution

Disinfect the reservoir and change the recirculating solution every

30 days or every 12 months based on the recirculating solution used for
the HOTLINE™ Warmer. Refer to the following table for the maintenance
schedule.

Recm:'ulatmg Preparation Maintenance
Solution
0.3% Hydrogen Mix 140 ml of 3% hydrogen Replace solution and
Peroxide Solution peroxide with 1,260 ml of disinfect reservoir
distilled water. every 12 months.
Distilled Water Use distilled water. Replace solution and
disinfect reservoir
every 30 days.
35% Isopropyl Alcohol Mix 700 ml of 70% isopropy! Replace solution and
Solution alcohol with 700 ml of disinfect reservoir
distilled water. every 30 days.

Note: Use distilled water only, not tap water. Failure to do so may cause
build-up of mineral deposits in the recirculating solution path, which may
impair heater performance.

Disinfect the Reservoir

1 Toisolate equipment from MAINS, unplug the HOTLINE™
Warmer before servicing.

2 Remove the drain tube from the holder on the rear of the
HOTLINE™ Warmer.

3 Invert the drain tube (a) and place a container under the end
of the tube. Remove the end cap (b) and drain the recirculating
solution into the container.

4 When all the recirculating solution has drained from the
reservoir, replace the end cap and insert the drain tube back in
the holder.

5 Prepare a 0.3% hydrogen peroxide solution by mixing 140 ml of
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3% hydrogen peroxide solution and 1,260 ml of distilled water.

6 Remove the fill-port plug (c), fill the reservoir with the hydrogen
peroxide solution, and replace the fill-port plug.

7 Remove the reflux plug from the socket if required, and insert
a HOTLINE™ Fluid Warming Set (d) (L-70, L-70NlI, L-80) into the
socket.

8 Turn the HOTLINE™ Warmer ON, and let the recirculating solution
circulate for a 30-minute disinfection period.

9 Turn the HOTLINE™ Warmer OFF and to isolate equipment from
MAINS, unplug the power cord.

10 Empty the reservoir. =

11 Remove the HOTLINE™ Fluid Warming Set and discard according
to established hospital procedures.

These suggested instructions are designed to be used in conjunction
with established hospital procedures.

Add Recirculating Solution

CAUTION

Do not fill the HOTLINE™ Warmer reservoir with a HOTLINE™ Fluid
Warming Set or a TEMP CHECK in place. Failure to remove the
HOTLINE™ Fluid Warming Set before the fill procedure may result in
an air lock in the HOTLINE™ Warmer.

1 Prepare the recirculating solution.

2 Remove the fill-port plug.

3 Fill the reservoir with 1.4 liters of recirculating solution.
4

Replace the fill-port plug.

Maintenance Performed Every 30 Days

Disinfect the Reservoir and Change Recirculating Solution
for Distilled Water and 35% Isopropyl Alcohol Solution

Refer to Disinfect the Reservoir and Change the Recirculating Solution
procedure in this section.

Lubricate O-Ring Seals
1 Place a small amount of silicone lubricant on a cotton swab.

2 Apply silicone lubricant along the O-Rings inside the socket (a)
located on the right side of the HOTLINE™ Warmer.
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Silicone lubricant is available from ICU Medical, (Silicone
lubricant P/N 80-04-002).

Maintenance Performed Every 12 Months

Disinfect the Reservoir and Change Recirculating Solution
for 0.3% Hydrogen Peroxide Solution

Refer to Disinfect the Reservoir and Change the Recirculating Solution
procedure in this section.

Replace O-Rings (O-Ring Kit: P/N 80-04-001)

1

To isolate equipment from MAINS, unplug the HOTLINE™
Warmer before servicing.

Remove the socket head screws (b) with a 0.31 cm (1/8”) hex
wrench.

Remove the face plate, being careful not to damage the
micro-switch lever.

Remove the old O-rings and clean the sockets with a cotton
swab.

Apply silicone lubricant to two new O-rings and install into the
sockets.

Reassemble in reverse order, being careful not to damage the
micro-switch lever.

Insert HOTLINE™ Fluid Warming Set and power on HOTLINE™
Warmer to verify that there are no leaks around the face plate.

Testing HOTLINE™ Warmer Operation

Perform all the tests described in the testing section of this manual.
See Section 9, “Testing”. The Scheduled Maintenance Checklist below also
lists the tests.
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Maintenance Log

All maintenance and testing should be done by competent personnel.
Regularly scheduled maintenance ensures proper functioning of the
equipment. Refer to the table below for required tasks and frequency of
routine maintenance.

Maintenance Checklist

Every Every

Task Every Use 30 Days 12 Months

Clean the Exterior ]

General Inspection ]

Disinfect the Reservoir and ]
Change Distilled Water or
Isopropyl Alcohol solution

Lubricate the O-Rings L]

L]

Disinfect the Reservoir
and Change the Hydrogen
Peroxide Solution

]

Replace the O-Rings

Alarm Signal Test

Add Recirculating Solution
Test

Check Disposables Test

Over Temperature Alarm Test

Verify Temperature
Calibration

O Oogl o o g o

Electrical Safety Tests
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SECTION 11

Limited Warranty

ICU Medical, Inc. (the “Manufacturer”) warrants to the Original Purchaser
that the HOTLINE™ Blood and Fluid Warmer (the “HOTLINE™ Warmer”),

not including accessories, shall be free from defects in materials and
workmanship under normal use, if used in accordance with this Operator’s
Manual, for a period of one year from the actual date of sale to the
Original Purchaser. THERE ARE NO OTHER WARRANTIES.

This warranty does not cover normal wear and tear and maintenance
items, and excludes any accessory items or equipment used with the
HOTLINE™ Warmer.

Subject to the conditions of and upon compliance with this Limited
Warranty, the Manufacturer will repair or replace at its option without
charge (except for a minimal charge for postage and handling) any
HOTLINE™ Warmer (not including accessories) which is defective if a claim
is made during such one-year period.

The following conditions, procedures, and limitations apply to the
Manufacturer’s obligation under this warranty:

A. Parties Covered by this Warranty: This warranty extends only to

the Original Purchaser of the HOTLINE™ Warmer. This warranty does not
extend to subsequent purchasers. The Original Purchaser may be medical
personnel, a hospital, or institution which purchases HOTLINE™ Warmers
for treatment of patients. The Original Purchaser should retain the invoice
or sales receipt as proof as to the actual date of purchase.

B. Warranty Performance Procedure: Notice of the claimed defect

must be made in writing or by telephone to the Manufacturer as

follows: Customer Service Department, ICU Medical, Inc.,

6000 Nathan Lane North, Minneapolis, MN 55442, (800) 258-5361. Notice
to the Manufacturer must include date of purchase, model and serial
number, and a description of the claimed defect in sufficient detail to
allow the Manufacturer to determine and facilitate any repairs which may
be necessary. AUTHORIZATION MUST BE OBTAINED PRIOR TO RETURNING
THE HOTLINE™ WARMER. If authorized, the HOTLINE™ Warmer must

be properly and carefully packaged and returned to the Manufacturer,
postage prepaid. Any loss or damage during shipment is at the risk of the
sender.
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C. Conditions of Warranty: The warranty is void if the HOTLINE™ Warmer
has been 1) repaired by someone other than the Manufacturer or its
authorized agent; 2) altered so that its stability or reliability is affected; 3)
misused; or 4) damaged by negligence or accident. Misuse includes, but
is not limited to, use not in compliance with the Operator’s Manual or use
with non-approved accessories. Removal or damage to the HOTLINE™
Warmer’s serial number will invalidate this warranty.

D. Limitations and Exclusions: Repair or replacement of the HOTLINE™
Warmer or any component part thereof is the EXCLUSIVE remedy offered
by the Manufacturer. The following exclusions and limitations shall apply:

1. No agent, representative, or employee of the Manufacturer has
authority to bind the Manufacturer to any representation or
warranty, expressed or implied.

2. THEREIS NO WARRANTY OF MERCHANTABILITY OR FITNESS OR
USE OF THE HOTLINE™ WARMER FOR ANY PARTICULAR PURPOSE.

3. The HOTLINE™ Warmer can only be used under the supervision
of medical personnel whose skill and judgment determine the
suitability of the HOTLINE™ Warmer for any particular medical
treatment.

4. All recommendations, information, and descriptive literature
supplied by the Manufacturer or its agents are believed to be
accurate and reliable, but do not constitute warranties.

The Manufacturer disclaims responsibility for the suitability of the
HOTLINE™ Warmer for any particular medical treatment or for any
medical complications resulting from the use of the HOTLINE™ Warmer.
The Manufacturer shall not be responsible for any incidental damages or
consequential damages to property, loss of profits, or loss of use caused
by any defect or malfunction of the HOTLINE™ Warmer.

This warranty gives the Original Purchaser specific legal rights, and the
Original Purchaser may have other legal rights which may vary from state
to state.
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SECTION 12

Service

WARNING

No operator-serviceable parts. All service must be performed by
ICU Medical or competent personnel. Death or serious injury may
occur if this warning is not followed.

All service must be performed by ICU Medical or competent personnel.
Service by any other person or organization voids the warranty and
transfers liability for malfunctions of the device to the servicing
organization.

Non-Warranty Work

Devices received that are no longer under warranty can be returned

for repair at a cost. The device will be promptly inspected and a verbal
estimate of the repair cost will be provided. A purchase order will be
required from the original purchaser consistent with the verbal estimate.
A written estimate will be provided upon request.

Before returning the HOTLINE™ Warmer for service, contact ICU Medical
for Returned Goods Authorization. Be sure that ALL recirculating solution
is drained from the device before packing the HOTLINE™ Warmer for
shipment.

Note: The HOTLINE™ Warmer must be cleaned and disinfected for repair
shipment or it will be immediately returned as received.
Additional Documentation
Upon request ICU Medical will provide the following documentation:
e Circuit diagrams
e Components parts list(s)
e Description of function

e Service and calibration instructions
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Disposal Information

Observe national and local codes or requirements for disposal of
contaminated materials and for recycling of solid waste materials that
may impact the environment.

Service Contacts

Contact your ICU Medical Technical Service Department or
ICU Medical distributor at:

USA/Canada

sl 1CU Medical, Inc.

6000 Nathan Lane North
Minneapolis, MN 55442 USA
Tel: 18002585361 (US/CA)
Tel: +1 614 210 7300

European Representative

ICU Medical B.V.
Hofspoor 3

3994 VZ Houten

The Netherlands

www.icumed.com
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SECTION 13

Specifications and
Accessories

System Specifications

and Accessories

Standard Compliance Guidelines

Product Safety IEC 60601-1

EMC EN 60601-1-2, FCC 47 CFR Part 15,
Class A

Enclosure Protection

Fluid Warmers

IEC 60529 IP Code: IPX1
ASTM F2172-02

Physical Dimensions

Height, Overall 24.1 cm (9.5 inches)

Width, Overall 21.0cm (8.3 inches)

Depth, Overall 17.8cm (7.0 inches)

Weight, Dry 3.5Kg (7.6 lbs)

Weight, Wet (with 5.0Kg (11.0 lbs)

recirculating solution)

Weight, Shipping 3.6Kg (7.95 lbs)

Recirculating Solution 14L (0.37 gallons)

Capacity

Maximum Height on L.V.Pole | 107 cm (42 inches)

Environmental Temperature Humidity [%] ::;ns::f:eric
Operation 10°C to 40°C 10to 95 70kPa to 106kPa
Transportation -18°C to 60°C 5to 90 70kPa to 106kPa
Storage -18°C to 60°C 5t0 90 70kPa to 106kPa
Thermal Temperature

Temperature Set Point

Over Temperature Set Point

41.9°C+0.1°C
43.1°C

Electrical Type

MAINS Power Input:

100V 100VAC, 50/60 Hz, 3.8 Amps
115V 115VAC, 50/60 Hz, 3.0 Amps
230V 230VAC, 50/60 Hz, 1.5 Amps
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Electrical

MAINS Auxiliary Supply
Power Output:

100V
115V
230V

Protection Against Electrical
Shock

Mode of Operation
Type of Current
Ingress Protection Rating

Type

100VAC, 50/60 Hz, 1.0 Amps
115VAC, 50/60 Hz, 1.0 Amps
230VAC, 50/60 Hz, 0.6 Amps

Class 1 Equipment, Type BF Applied Part (Disposable
set)

Continuous
Alternating
IPX1

Performance

Recirculating Solution
Temperature

Normothermic Flow Rates

Recirculating solution temperature reaches 37°C
from ambient in about 4 minutes

At gravity flow rates to 5,000 ml per hour
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Electromagnetic Compliance

HOTLINE™ Warmer is certified to be in compliance with the European
Communities Council Directive relating to Electromagnetic Compatibility
(EMCQ): (89/336/EEC). Test methods and acceptance criteria as specified in
EN 60601-1-2 demonstrate conformance.

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

Emissions test Compliance Electromagnetic environment - guidance

RF emissions CISPR 11 Group 1 The HOTLINE™ Warmer 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 CISPR 11 Class A Note: The EMISSIONS characteristics of this equipment make it
suitable for use in industrial areas and hospitals (CISPR 11 class
A). If it is used in a residential environment (for which CISPR

Harmonic emissions Class A 11 class B is normally required) this equipment might not

IEC 61000-3-2 offer adequate protection to radio-frequency communication
Voltage fluctuations/ Complies services. The operator might need to take mitigation measures,
flicker emissions such as relocating or re-orienting the equipment.

IEC 61000-3-3

Note: Compliance using 100-240V 50/60Hz with AC power cord of 3.8 m (12.5 ft.).

WARNINGS:

e The HOTLINE™ Warmer should not be used adjacent to or stacked
with other equipment. If adjacent or stacked use is necessary,
you should verify normal operation of the HOTLINE™ Warmer in
the configuration in which it is to be used.

e Common portable and mobile consumer electronic devices may
cause interference with the HOTLINE™ Warmer. Observe the
HOTLINE™ Warmer to verify normal operation.

e Facility wiring must comply with all applicable electrical codes.
Do not bypass power cord connections. Do not remove a prong
from the power cord.

HOTLINE™ BLooD AND FLUID WARMER | Operator’s Manual 41



SECTION 13

Specifications

and Accessories

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment -
guidance

Electrostatic
discharge (ESD)
IEC 61000-4-2

+ 8 kV contact
+ 15 kV air

+ 8 kV contact
+ 15 kV 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

+ 2 kV for power

+ 2 kV for power

Mains power quality should be that

transient/burst IEC supply lines supply lines of a typical commercial or hospital
61000-4-4 + 1 kV for input/ No input/output lines environment.
output lines tested
Surge +0.5kV, +1 kV for + 1 kVline to line Mains power quality should be that
IEC 61000-4-5 line to line + 2 kV line to ground of a typical commercial or hospital
+0.5kV, £1 kv, environment.

+2 kV for line to
ground

Voltage dips, short
interruptions and
voltage variations

100% drop, 0.5
periods, 0°, 45°,90°,
135° 180°, 225°,

100% drop, 0.5
periods, 0°, 45°,90°,
135°,180°, 225°, 270°,

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

on power supply 270°% 315° 315° device requires continued operation

input lines IEC 100% dip, 250/300 100% dip, 250/300 during power mains interruptions, it

61000-4-11 period period is recommended that the device be
30% dip, 25/30 30% dip, 25/30 powered from an uninterruptible power
periods periods supply or a battery.

Power frequency 30 A/m 30 A/m Power frequency magnetic fields should

(60 Hz) magnetic
field IEC 61000-4-8

be at levels characteristic of a typical
location in a typical commercial or
hospital environment.
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Guidance and Manufacturer’s Declaration - Radiofrequency Electromagnetic

Immunity

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment - guidance

Conducted RF 3Vrms 3Vrms 150 kHzto | Portable and mobile RF communications
IEC 61000-4-6 150 kHz to 80 MHz 80 MHz equipment should be used no closer to
any part of the system, including cables,
than the recommended separation
distance calculated from the equation
applicable to the frequency of the
transmitter.
Recommended separation distance:
d=[1.2]VP
6 Vrms ISM bands 6 Vrms d =[0.58]V/P
150 kHz to 80 MHz 150 kHz to 80 MHz
Radiated RF 3V/m 10V/m d =[0.35]v/P 80 MHz to 800 MHz
IEC 61000-4-3 80 MHz to 2.7 GHz 80 MHz t0 2.7 GHz | d =[0.7]v/P 800 MHz to 2.5 GHz
Radiated RF Per 60601-1-2:2014 Per 60601-1- d =[6/E]\/P
Proximity Fields section 8.10 Table 9. 2:2014 section *E is the immunity test level in V/m. Where
8.10 Table 9. P is the maximum output power rating

of the transmitter in watts (W) according
to the transmitter manufacturer and d is
the recommended separation distance
in meters (m). Field strength 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:

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.
Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and

reflected 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 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 system is used exceeds the applicable RF
compliance level above, the system should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such as re-orienting or relocating the system.

b Over the frequency range 150 KHz to 80 MHz, field strengths should be less than 3 V/m.
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Electromagnetic Environmental Recommendations

Recommended separation distances between portable and mobile RF communications
equipment and the HOTLINE™ Warmer

The HOTLINE™ Warmer is intended for use in an electromagnetic environment in which radiated RF disturbances are
controlled. The customer or the operator of the HOTLINE™ Warmer can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and
the HOTLINE™ Warmer as recommended below, according to the maximum output power of the communications
equipment.

Rated Maximum Separation distance according to frequency of transmitter m
output power or
transmitter 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
W d=[3.5/V1]\NP d=[3.5/E1]VP d=[7/E1]NP
0.01 0.12 0.12 0.23
0.10 0.37 0.37 0.74
1 1.16 1.16 2.33
10 3.69 3.69 7.38
100 11.66 11.66 23.33

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in metres (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 TheISM (industrial, scientific, and medical) bands between 150 kHz and 80 MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957
MHz to 27.283 MHz; and 40.66 MHz to 40.70 MHz.

Note 3  An additional factor of 10/3 is used in calculating the recommended separation distance for transmitters in the ISM frequency bands between
150 kHz and 80 MHz and in the frequency range 80 MHz to 2.5 GHz to decrease the likelihood that mobile/portable communications equipment
could cause interference if it is inadvertently brought into patient areas.

Note4 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures,
objects, and people.

Accessories
Product Description
L-70 HOTLINE™ Fluid Warming Set with Injection Port
L-70NI HOTLINE™ Fluid Warming Set without Injection Port
L-80 HOTLINE™ Warming Set with L-10 Gas Vent
L-10 Gas Vent
PC-8 T-Connector, 20.3 cm (8”) Patient Lead with Injection Port
YC-8 Y-Connector, 20.3 cm (8”) Patient Lead with Injection Port
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Caution

Follow Instructions for Use

Do not re-use

Catalog Number

2E® Q>

Serial Number

-
o
=

Batch Code

Part Number

Date of Manufacture

Use by

Manufacturer

Authorized Representative in the
European Community

Contains or Presence of Natural Rubber
Latex

(o) AIENE

Not made with natural rubber latex

m I
x
bl

Contains or Presence of Phthalate: bis(2-
ethylhexyl) phthalate (DEHP)

[STERILE [EO]

Sterile Fluid Path, Ethylene oxide gas
sterilized

Type BF Applied Part (Disposable Sets)

Alternating Current

Protective earth; protective ground

Equipotentiality

~ @

Temperature Limitation
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Humidity Limitiation

Atmospheric pressure limitation

Quantity

Do not use if package is damaged

Keep dry

L @0 | B

\
N

13| 2

Keep away from sunlight

Collect separately

R Caution: Federal (U.S.A.) law restricts
ON§ this device to sale by or on the order of
a physician

fﬁ} Electrical Shock Hazard
IPX1 Protected Against Dripping Water
CLASS 1 Device is a class type 1 equipment
Protective earth terminal, for
maintenance only
) 4
\" Recyclable Product

A\ Alarm Test

n Power switch in the ON position

n Power switch in the OFF position.
o
H C Reservoir Temperature Display
AANA

@ Automatic Operation

l Recirculating Solution Temperature
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Over Temperature Test
ix— (Recirculating Solution Over
AAA Temperature)
N L
\'A Add Recirculating Solution

Check Disposables, Check Tubing

Maximum Reservoir Level

Minimum Reservoir Level

Device has been tested by TUV SUD
America, a nationally recognized
technical laboratory, to meet all
requirements for safety.

Device has been tested by National
Technical Systems, a nationally
recognised technical lab, to meet U.S.
requirements for safety.

Warning: Do not stick HOTLINE™ tubing
wiht needles. Patient injury or death
result.
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[ ENGLISH Instructions for Use

L-70NI
HOTLINE™ Fluid Warming Set

WARNING: These instructions contain important information for safe use of
the product. Read the entire contents of these Instructions For Use, including
Warnings and Cautions, before using the product. Failure to properly follow
warnings, cautions and instructions could result in death or serious injury to
the patient.

Indications:

The HOTLINE™ Warming Set is a single use device, designed to warm blood and
intravenous fluids and deliver them to the patient’s intravenous access site at
normothermic temperatures under gravity flow conditions.

NOTE: The HOTLINE™ Fluid Warming Set must only be used with the HOTLINE™ Warmer.

Principles of Operation:

The HOTLINE™ Warming Set employs a temperature controlled recirculating solution
heating system to warm blood or intravenous fluid actively in the patient line. The
recirculating solution flows through separate channels which surround the intravenous
pathway. Fluid is warmed to normothermic temperatures at gravity flow rates between
50-5,000 ml/hr.

CONTRAINDICATIONS
Not for use in warming platelets, cryo-precipitates, or granulocyte suspensions.

WARNINGS

Death or serious injury may occur to the patient or user if these warnings are

not followed.

« Read and follow all instructions, labeling, and accompanying documents supplied
with this medical device. Failure to follow instructions, including all warnings and
cautions, could lead to misuse of the device or device malfunction.

«  The HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8 are single-use devices and
are not intended for re-sterilization.

« Do not use HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8 if the caps are not
securely in place, else the L.V. flow path may not be sterile.

« Do not fill the HOTLINE™ Warmer reservoir with a HOTLINE™ Fluid Warming Set in
place. Failure to remove the HOTLINE™ Fluid Warming Set before the fill procedure
may result in an air lock in the HOTLINE™ Warmer.

« Blood and blood products could contain pathogenic organisms. Failure to follow
institutional policy and procedures for biomedical-hazardous materials could lead
to exposure to harmful pathogens.

«  Set-up, priming, and use require aseptic technique as per applicable institutional
policies and procedures.

«  Prime the recirculating solution path before connecting to the intravenous
extension set. This is to confirm that there is not a breach between the recirculating
solution path and intravenous path. If fluid exits the patient end of the HOTLINE™
Fluid Warming Set before connecting to the intravenous administration set, remove

and replace HOTLINE™ Fluid Warming Set.

« Remove all air from the HOTLINE™ Fluid Warming Set, L-10, PC-8, and YC-8 before
connecting to the patient. Failure to do so may result in introduction of air to
the patient.

[ FRANCAIS Mode d’emploi

L-70 NI
Kit de réchauffage de solutés HOTLINE™

AVERTISSEMENT : Ce mode d’emploi contient des informations importantes
pour l'utilisation sans danger du produit. Lire I'intégralité du contenu de ce
mode d’emploi, y compris les avertissements et précautions, avant d’utiliser
le produit. Le non respect des avertissements, des mises en garde et du mode
d’emploi risque d’entrainer la mort ou des lésions graves au patient.

Indications :

Le kit de réchauffage HOTLINE™ est un dispositif a usage unique destiné a réchauffer le
sang et les solutés LV. et a les délivrer au point d'accés intraveineux a des températures
normothermiques dans des conditions d'écoulement par gravité.

REMARQUE : Utiliser exclusivement le kit de réchauffage de solutés HOTLINE™ avec le
réchauffeur HOTLINE™.

Principes de fonctionnement :

Le kit de réchauffage HOTLINE™ utilise un systéme de chauffage a solution
recirculante a température contrélée pour réchauffer activement le sang ou le soluté
1.V. dans la ligne patient. La solution recirculante s'écoule dans des canalisations
distinctes entourant la tubulure intraveineuse. Le soluté est porté a des températures
normothermiques a des taux d'écoulement par gravité de 50 a 5 000 ml/h.

CONTRE-INDICATIONS
Ne pas utiliser pour le réchauffage de plaquettes, de cryoprécipités ou de suspensions
de granulocytes.

AVERTISSEMENTS

Le non respect de ces avertissements risque d'entrainer la mort ou des lésions graves

au patient ou a I'utilisateur.

« Lire attentivement toutes les instructions, I'étiquetage et les documents
d’accompagnement fournis avec cet appareil médical. Le non respect des
instructions, y compris tous les avertissements et mises en garde, peut aboutir a
une utilisation incorrecte ou une défaillance de I'appareil.

« Lekit de réchauffage de solutés HOTLINE™ et les accessoires L-10, PC-8 et YC-8
sont a usage unique et ne doivent pas étre restérilisés.

« Ne pas utiliser le kit de réchauffage de solutés HOTLINE™ ni les accessoires L-10,
PC-8 et YC-8 si les capuchons ne sont pas fermement en place, sous risque de
compromettre la stérilité du circuit |.V.

«  Ne pas remplir le réservoir du réchauffeur HOTLINE™ si un kit de réchauffage de
solutés HOTLINE™ est installé. Si le kit de réchauffage de solutés HOTLINE™ n'est
pas retiré avant le remplissage, cela peut entrainer blocage a l'air dans le
réchauffeur HOTLINE™.

« Lesang et les produits sanguins peuvent contenir des organismes pathogénes. Le
non respect de la réglementation et des procédures de I'établissement relatives
au matériel présentant un danger biologique peut entrainer une exposition a des
agents pathogénes nocifs.

« Linstallation, 'amorcage et I'utilisation doivent étre effectués sous asepsie, selon la

réglementation et les procédures de I'établissement.

Amorcer le trajet de la solution recirculante avant le raccordement au kit

prolongateur de perfusion. Cette mesure sert a confirmer I'absence de

« Toreduce the risk of outgassed microbubbles entering patient vasculature, an
L-10 Gas Vent may be used with the HOTLINE™ Fluid Warming Set.

« Do not stick the HOTLINE™ Fluid Warming Set with needles, as this will breach
the L.V. path and compromise the integrity of the patient intravenous line. If a
Disposable Set with a breached recirculating solution path/intravenous path
is used, then patient illness may occur because of the HOTLINE™ Warmer's
recirculating solution entering the patient’s bloodstream.

«  Not for use with pressure devices generating over 300 mmHg. Pressure
greater than 300 mmHg may compromise the integrity of the HOTLINE™ Fluid
Warming Set.

« Do not use the HOTLINE™ Warmer if equipment or Disposable Set malfunction
is evident.

«  This product contains DEHP - data derived from animal and epidemiological
studies outline the following risks, but are not limited to: Adverse effects on
fetal development, kidney and liver toxicity, negative impact on fertility. Special
attention on the application of phthalate products should be given for the
following patient populations: pediatrics, pregnant and nursing women.

CAUTIONS

Malfunction, failure, or damage to the device may occur if these cautions

are not followed:

«  Federal (U.S.A.) Law restricts this device to sale by or on the order of a physician.

« Medical devices require specific material characteristics to perform as intended.
These characteristics have been verified for single use only. Any attempt to re-
process the device for subsequent re-use may adversely affect the integrity of the
device or lead to deterioration in performance.

Storage:

Store in a cool, dry place. Do not expose to extreme temperature.

Preparation:
Refer to the illustration on this page.
To set up the HOTLINE™ Warming Set you will need the following:
« HOTLINE™ Warmer
« Intravenous fluid or blood
« Intravenous administration set
« Extension Set (B), 20 cm (8") or less in length (optional)

Instructions for Use:

Refer to HOTLINE™ Blood and Fluid Warmer Operator’s Manual for complete instructions.

Step 1 - Set Up the HOTLINE™ Warmer

1. Check that the level is above the minimum level mark on the reservoir. Add
recirculating solution to the reservoir through the fill-port if required.

2. Check the condition of the HOTLINE™ Warmer with a visual inspection before using.
Remove from service any HOTLINE™ Warmer that shows physical damage.

3. Plug the HOTLINE™ Warmer into properly grounded power outlet.

Step 2 - Set Up the HOTLINE™ Fluid Warming Set

1. Remove the reflux plug (if present) from the socket on the right side of the
HOTLINE™ Warmer.

2. Plug the Twin-Tube Connector on the HOTLINE™ Fluid Warming Set (A) into the
socket.

3. Turn ON the power switch.
+The green Operating LED on the Display Panel illuminates.

- The recirculating solution temperature display will begin to increase.
« The recirculating solution path in the HOTLINE™ Fluid Warming Set will
automatically prime.

4. Remove the end cap and inspect the patient end of the HOTLINE™ Fluid Warming
Set for leaks to confirm the integrity of the intravenous pathway.

Step 3 - Connect the Intravenous Administration Set

1. Connect the LV. fluid and the intravenous administration set to the HOTLINE™ Fluid
Warming Set.

2. Fully prime the intravenous administration set, the HOTLINE™ Fluid Warming Set,
and patient extension set (if used).

3. Connect the distal end of the HOTLINE™ Fluid Warming Set to the patient’s
intravenous access site without entrapping air.

Step 4 - Using the HOTLINE™ Warmer

1. The recirculating solution temperature display will reach 37°C from ambient in
about 4 minutes.

2. Adjust the rate of 1.V. flow using the clamp on the intravenous administration set.
NOTE: Do not kink the Fluid Warming Set. Do not restrict the circulation of the
solution through the tubing.

Step 5 - After Use

1. Turn OFF the power switch.

2. Remove the HOTLINE™ Fluid Warming Set, and insert the reflux plug into the
socket.

3. After use, handle and dispose of the HOTLINE™ Fluid Warming Set as a potential
biohazard.

NOTE: Dispose of the HOTLINE™ Fluid Warming Set in a safe manner according to
local guidelines for disposal of contaminated medical waste.

Troubleshooting:
1. Alarms: Visual (red indicator light) and Audible (pulsed alarm).

ALARM SYMBOL | CHECKTHE FOLLOWING

Check Confirm that the HOTLINE™ Fluid Warming Set is properly
Disposables —I_I_ installed. Push the Twin-Tube Connector firmly into the
socket on the right side of the HOTLINE™ Warmer.

2. Difficult Insertion of HOTLINE™ Warming Set into Warmer: Lubricate the O-Rings in
the socket. Refer to Section 10 of the Operator’s Manual for the procedure.

3. Recirculating solution leaks at the Socket: Replace the O-Rings. Refer to Section 10
of the Operator’s Manual for the procedure.

Level 1 and HOTLINE are trademarks of ICU Medical, Inc. or its Affiliates.
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communication entre la solution recirculante et le trajet de perfusion. Si du liquide
s'écoule de l'extrémité patient du kit de réchauffage de solutés HOTLINE™ avant

la connexion au kit de perfusion, retirer et remplacer le kit de réchauffage de
solutés HOTLINE™.

« Débuller complétement le kit de réchauffage de solutés HOTLINE™ et les
accessoires L-10, PC-8 et YC-8 avant le raccordement au patient. On risque sinon
d'introduire de I'air dans l'organisme du patient.

«  Afin de limiter le risque d’entrée de microbulles libérées dans la vasculature
du patient, un dégazeur L-10 peut étre utilisé avec le kit de réchauffage de
solutés HOTLINE™.

«  Ne pas perforer le kit de réchauffage de solutés HOTLINE™ avec des aiguilles, sous
risque de percer le trajet de perfusion et de compromettre l'intégrité de la ligne de
perfusion patient. Si 'on utilise un kit jetable dont le trajet de solution recirculante/
perfusion est percé, le patient risque de tomber malade suite a une pénétration de
la solution recirculante du réchauffeur HOTLINE™ dans sa circulation sanguine.

« Ne pas utiliser avec des dispositifs produisant des pressions supérieures a
300 mm Hg. Une pression supérieure a 300 mm Hg peut compromettre l'intégrité
du kit de réchauffage de solutés HOTLINE™.

« Ne pas utiliser le réchauffeur HOTLINE™ en cas de défaillance manifeste du
matériel ou d’un kit jetable.

«  Ce produit contient du DEHP. Les données provenant d'études réalisées chez
I'animal et d'études épidémiologiques soulignent notamment les risques suivants
: effets indésirables sur le développement foetal, néphrotoxicité et hépatotoxicité,
impact négatif sur la fertilité. Une attention particuliére doit étre portée a
|'utilisation de produits contenant des phtalates chez les populations de patients
suivantes : enfants, femmes enceintes et allaitantes.

MISES EN GARDE

Un mauvais fonctionnement, une défaillance ou 'endommagement du dispositif

peuvent survenir si ces mises en garde ne sont pas observées :

« Lalégislation fédérale américaine n'autorise la vente de ce produit que sur
prescription médicale.

«  Les dispositifs médicaux requiérent des caractéristiques matérielles spécifiques
pour étre utilisés comme prévu. Ces caractéristiques ont été avérées uniquement
en cas d'usage unique. Toute tentative de retraitement du dispositif en vue d'une
réutilisation peut gravement compromettre son intégrité ou ses performances.

Entreposage:

Entreposer dans un lieu frais et sec. Ne pas exposer a des températures extrémes.

Préparation :
Consulter l'illustration sur cette page.
Matériel nécessaire pour installer le kit de réchauffage HOTLINE™ :
« Réchauffeur HOTLINE™
« Sang ou soluté L.V.
« Kit de perfusion
« Kit prolongateur (B) de 20 cm ou moins (facultatif)

Mode d’emploi :

Consulter le manuel d'utilisation du réchauffeur de sang et de solutés HOTLINE™

pour des instructions détaillées.

Etape 1 - Préparation du réchauffeur HOTLINE™

1. Vérifier que le niveau est au-dessus du repére minimum du réservoir. Ajouter le cas
échéant de la solution recirculante au réservoir par l'orifice de remplissage.

2. Vérifier visuellement I'état du réchauffeur HOTLINE™ avant de I'utiliser. Mettre hors
service tout réchauffeur HOTLINE™ visiblement endommagé.

3. Brancher le réchauffeur HOTLINE™ & une prise électrique correctement mise a la
terre.

Etape 2 - Installer le kit de réchauffage de solutés HOTLINE™

1. Retirer le cas échéant le bouchon antireflux du réceptacle sur le cté droit du
réchauffeur HOTLINE™.

2. Introduire le raccord a double tubulure du kit de réchauffage de solutés HOTLINE™
(A) dans le réceptacle.

3. Mettre l'interrupteur d'alimentation sur marche.

« La DEL verte Opérationnel du panneau d‘affichage s'allume.

- La température affichée pour la solution recirculante commence a augmenter.
- Le trajet de la solution recirculante dans le kit de réchauffage de solutés
HOTLINE™ s'amorce automatiquement.

4. Retirer le capuchon terminal et inspecter I'extrémité patient du kit de réchauffage
de solutés HOTLINE™ pour la présence de fuites et pour confirmer l'intégrité du
trajet de perfusion.

Etape 3 - Raccorder le kit de perfusion

1. Raccorder le kit de perfusion et le soluté L.V. au kit de réchauffage de solutés
HOTLINE™.

2. Amorcer complétement le kit de perfusion, le kit de réchauffage de solutés
HOTLINE™ et, le cas échéant, le kit de prolongateur patient.

3. Raccorder l'extrémité distale du kit de réchauffage de solutés HOTLINE™ au site
d’accés de perfusion du patient, sans piéger d‘air.

Etape 4 - Utilisation du réchauffeur HOTLINE™

1. Laffichage de température de la solution recirculante prend 4 minutes environ
pour atteindre 37 °C a partir de la température ambiante.

2. Régler le débit de la perfusion au moyen du clamp du kit de perfusion.
REMARQUE : Ne pas tordre le kit de réchauffage de solutés. Ne pas entraver la
circulation de la solution dans la tubulure.

Etape 5 - Aprés l'utilisation

1. Mettre l'interrupteur d'alimentation sur arrét.

2. Retirer le kit de réchauffage de solutés HOTLINE™ et insérer le bouchon antireflux
dans le réceptacle.

3. Apres l'utilisation, manipuler et éliminer le kit de réchauffage de solutés HOTLINE™
comme du matériel présentant un risque biologique.

REMARQUE : Le kit de réchauffage de solutés HOTLINE™ doit étre éliminé
avec beaucoup de soin et conformément aux directives locales sur les déchets
médicaux contaminés.

Dépannage:
1. Alarmes: Visuelle (voyant rouge) et auditive (signal sonore pulsé).

ALARME SYMBOLE | VERIFIER CE QUI SUIT

Vérifier les Confirmer que le kit de réchauffage de solutés HOTLINE™
tubulures —Igr est correctement installé. Introduire fermement le raccord

a double tubulure dans le réceptacle situé sur le coté
droit du réchauffeur HOTLINE™.

2. Difficulté de raccordement du kit de réchauffage HOTLINE™ au réchauffeur :
Lubrifier les joints toriques du réceptacle. Consulter la section 10 du manuel
d'utilisation pour la procédure a suivre.

3. Fuite de solution recirculante au niveau du réceptacle : Remplacer les joints
toriques. Consulter la section 10 du manuel d'utilisation pour la procédure a suivre.

Level 1 et HOTLINE sont des marques déposées de ICU Medical, Inc. ou de ses Filiales.
©2014, 2019, 2024 ICU Medical, Inc. ou ses Filiales. Tous droits réservés.

[B DEUTSCH Gebrauchsanleitung

L-70 NI
HOTLINE™-Fliissigkeitswarmeset

WARNHINWEIS: Diese Anleitung enthalt wichtige Informationen zur sicheren
Anwendung des Produkts. Die Gebrauchsanleitung einschlieBllich aller Warn-
und Vorsichtshinweise vollstandig durchlesen, bevor das Produkt verwendet
wird. Nichtbeachtung der Anleitungen und der Warn- und Vorsichtshinweise
kann zu schweren Verletzungen und zum Tod des Patienten fiihren.

Indikationen:

Das HOTLINE™-Flussigkeitswarmeset ist ein zum Einmalgebrauch vorgesehenes
System, mit dem Blut und Infusionsflissigkeiten gewarmt und bei normothermen
Temperaturen unter Schwerkraftbedingungen in den Patienten infundiert
werden kdnnen.

HINWEIS: Das HOTLINE™-Fliissigkeitswarmeset darf nur mit dem
HOTLINE™-Warmesystem verwendet werden.

Funktionsprinzip:

Das HOTLINE™-Flussigkeitswarmeset verwendet ein temperaturgesteuertes
Heizwasserumlaufsystem zur aktiven Erwarmung von Blut oder Infusionsfliissigkeit
in der Patientenleitung. Die Umlauflésung flieBt durch separate, einen Mantel

um die Infusionsflissigkeitsleitung bildende Schlduche. Die Flussigkeit wird bei
schwerkraftabhé@ngigen Flussraten zwischen 50-5000 ml/h auf normotherme
Temperatur erwdrmt.

KONTRAINDIKATIONEN
Nicht zum Erwdrmen von Thrombozyten, Kryoprézipitaten oder Granulozyten-
Suspensionen verwenden.
WARNUNGEN

Nichtbeachten dieser Warnhinweise kann zum Tod oder zu schweren Verletzungen des

Patienten oder Benutzers fiihren.

«  Samtliche Anweisungen, Etikettierungen und Begleitunterlagen fur dieses
medizinische Gerat sind durchzulesen und zu befolgen. Nichtbeachten der
Anweisungen einschlieBlich aller Warn- und Vorsichtshinweise, kann zur
Fehlbedienung oder zum Versagen des Gerates fihren.

« Das HOTLINE™-Flussigkeitswarmeset, der L-10, die PC-8 und die YC- 8 sind
Einmalprodukte, die nicht resterilisiert werden durfen.

« Das HOTLINE™-Flussigkeitswarmeset, den L-10, die PC-8 und die YC-8 nicht
verwenden, wenn die Kappen nicht sicher befestigt sind, da der Flissigkeitsweg in
diesem Fall eventuell nicht steril ist.

«  DenTank des HOTLINE™-Warmesystems nur bei abgenommenem HOTLINE™-
Flissigkeitswarmeset auffiillen. Wenn das HOTLINE™-Flussigkeitswarmeset
nicht vor dem Einfiillen entfernt wird, kann Luft im HOTLINE™-Warmesystem
eingeschlossen werden.

«  Blut und Blutprodukte kdnnen pathogene Organismen enthalten. Nichtbeachtung
der Richtlinien und Verfahrensvorschriften der Klinik fir biologisch geféhrliche
Materialien kann zum Kontakt mit gesundheitsschéadlichen Pathogenen fiihren.

«  Bei Aufbau, Vorfiillen und Verwendung sind aseptische Techniken gemaf den
jeweiligen Klinikvorschriften anzuwenden.

« Das Wasserumlaufsystem vor Anschlieen an die Patientenanschlussleitung
vorflllen. Dadurch wird sichergestellt, dass zwischen dem Wasserumlaufsystem
und dem Infusionssystem keine Verbindung besteht. Sollte Flissigkeit aus dem
Patientenende des HOTLINE™-Flussigkeitswarmesets austreten, bevor es an das
Infusionsset angeschlossen wurde, das HOTLINE™-Fliissigkeitswarmeset entfernen
und auswechseln.

« Vordem Anschluss an den Patienten muss alle Luft aus dem HOTLINE™-
Flissigkeitswarmeset, dem L-10, der PC-8 und der YC-8 entfernt werden.
Nichtbeachtung dieser Anforderung kann zur Infusion von Luftblasen beim
Patienten fiihren.

« Um das Risiko des Eintritts entgaster Mikroblasen in das Gefasystem
des Patienten zu verringern, kann der L-10 Gasabzug mit dem HOTLINE™
Fliissigkeitswarmeset verwendet werden.

«  Keine Kantlen in das HOTLINE™-Flissigkeitswarmeset stecken, da dies den
Infusionsweg durchbricht und die Patientenleitung beschadigt. Bei Verwendung
eines Einmalsets mit Verbindung zwischen Wasserumlaufsystem und
Infusionsleitung kann die Umlauflésung des HOTLINE™-Warmesystems in den
Blutstrom des Patienten gelangen und zur Erkrankung des Patienten fiihren.

«  Nicht mit druckerzeugenden Gerédten, die mehr als 300 mmHg aufbauen,
verwenden. Driicke tiber 300 mmHg kénnen das HOTLINE™-Fliissigkeitswarmeset
beschadigen.

«  Das HOTLINE™-Warmesystem nicht verwenden, wenn eine offensichtliche
Fehlfunktion des Gerédtes oder des Einmalsets vorliegt.

« Dieses Produkt enthalt DEHP - Laut Daten aus Tier- und epidemiologischen
Studien bestehen bei DEHP folgende Risiken, sind aber nicht beschrankt auf:
Nachteilige Auswirkungen auf die fetale Entwicklung, Nieren-und Lebertoxizitat,
negative Auswirkungen auf die Fruchtbarkeit. Besondere Vorsicht ist bei der
Anwendung von Phthalat-Produkten fiir die folgenden Patientengruppen
geboten: Kinder, schwangere und stillende Frauen.

VORSICHTSHINWEISE

Wenn diese Vorsichtshinweise nicht befolgt werden, kann es zu Fehlfunktion, Ausfall

oder Beschadigung des Gerdts kommen:

« Inden USA darf dieses Produkt nach den gesetzlichen Vorschriften nur durch
einen Arzt oder auf drztliche Verschreibung abgegeben werden.

« Medizinische Produkte erfordern bestimmte Materialeigenschaften, um ihre
vorgesehene Funktion erfiillen zu konnen. Diese Eigenschaften wurden nur fiir
eine einmalige Anwendung validiert. Jeder Versuch der Wiederaufbereitung fiir
weitere Anwendungen kann die Integritat des Produktes beeintréchtigen oder zu
einer schlechteren Funktion fiihren.

Lagerung:
Kiihl und trocken lagern. Keinen extremen Temperaturschwankungen aussetzen.

Vorbereitung:
Siehe Abbildungen auf dieser Seite.
Zur Vorbereitung des HOTLINE™-Warmesets sind folgende Artikel erforderlich:
+ HOTLINE™-Wérmesystem
« Infusionsflissigkeit oder Blut
« Infusionsset
- Verlangerungsset (B), Linge 20 cm oder weniger (optional)

Gebrauchsanleitung:

Vollstandige Anleitungen entnehmen Sie bitte dem Bedienungshandbuch fir den

HOTLINE™ -Blut- und Flissigkeitswéarmer.

Schritt 1 - Vorbereitung des HOTLINE™-Warmesystems

1. Der Flussigkeitsstand im Tank muss Gber der Mindestmarkierung liegen. Ggf.
Umlauflésung durch die Einfllloffnung nachfillen.

2. Den Zustand des HOTLINE™-Wérmesystems vor der Inbetriebnahme visuell
tberprifen. HOTLINE™-Warmesysteme, die Beschadigungen aufweisen, sind auf3er
Betrieb zu nehmen.

3. Das HOTLINE™-Wérmesystem an eine ordnungsgemaf geerdete Steckdose
anschlieBen.

Schritt 2 - Vorbereitung des HOTLINE™-Fluissigkeitswarmesets

1. Ggf. den Riickflussstopfen aus dem Anschluss an der rechten Seite des HOTLINE™-
Waérmesystems entfernen.

2. Den Doppelschlauch-Verbinder des HOTLINE™-Fliissigkeitswarme (A) sets in den
Anschluss stecken.

3. Hauptschalter einschalten.

- Die griine Betriebs-LED im Anzeigefeld leuchtet auf.

- Die angezeigte Temperatur der Umlauflésung beginnt zu steigen.

« Das Wasserumlaufsystem des HOTLINE™-FlUssigkeitswarmesets wird automatisch
vorgefillt.

4. Den Endstopsel entfernen und das Patientenende des HOTLINE™-
Fliissigkeitswarmesets auf Leckstellen Gberprifen, um die Integritat des
Infusionsldsungswegs zu bestatigen.

Schritt 3 - Anschluss des Infusionssets

1. Infusionsbeutel und Infusionsset an das HOTLINE™-FlUssigkeitswarmeset
anschlieBen.

2. Das Infusionsset, das HOTLINE™-Flissigkeitswarmeset und die
Patientenanschlussleitung (sofern verwendet) ganz vorfiillen.

3. Das distale Ende des HOTLINE™-FlUssigkeitswarmesets an die intravendse
Zugangsstelle des Patienten anschlieBen, ohne dabei Luft einzuschlieBen.

Schritt 4 - Verwendung des HOTLINE™-Warmesystems

1. Die angezeigte Temperatur der Umlauflésung erreicht 37 °C (von
Umgebungstemperatur) in etwa 4 Minuten.

2. Mit Hilfe der Klemme am Infusionsset die Flussrate einstellen.

HINWEIS: Die Schlduche des Flussigkeitswarmesets nicht abknicken. Den Fluss der
Lésung durch den Schlauch nicht behindern.

Schritt 5 - Nach dem Gebrauch

1. Hauptschalter ausschalten.

2. Das HOTLINE™-Flussigkeitswarmeset entfernen und den Riickflussstopfen in den
Anschluss einsetzen.

3. Das HOTLINE™-Flussigkeitswarmeset nach dem Gebrauch als potenzielle
biologische Gefahrenquelle handhaben und entsorgen.

HINWEIS: Das HOTLINE™-Flussigkeitswarmeset muss mit groer Sorgfalt und
entsprechend den lokalen Vorschriften fir kontaminierten medizinischen Abfall
entsorgt warden.

Fehlersuche:

1. Alarme: Optische Alarme (rotes Limpchen) und Tonalarme (unterbrochener
Alarmton).

ALARM SYMBOL FOLGENDES UBERPRUFEN

Einwegsets Sicherstellen, dass das HOTLINE™-Fliissigkeitswarmeset

priifen LI— richtig eingesetzt ist. Den Doppelschlauch-Verbinder fest
in den Anschluss rechts am HOTLINE™-Warmesystem
anschlieBen.

2. Schwierigkeiten beim AnschlieBen des HOTLINE™-Warmesets an das
Warmesystem: Die O-Ringe in der Anschlussbuchse schmieren. Anleitungen sind
dem Kapitel 10 der Bedienungshandbuchs zu entnehmen.

Umlauflésung tritt am Anschluss aus: Die O-Ringe auswechseln. Anleitungen sind
dem Kapitel 10 der Bedienungshandbuchs zu entnehmen.

Level 1 und HOTLINE sind Marken von ICU Medical, Inc. oder ihren Tochtergesellschaften.
©2014, 2019, 2024 ICU Medical, Inc. oder ihre Tochtergesellschaften. Alle Rechte
vorbehalten.
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[ EsPANOL Instrucciones de uso

L-70 NI
Equipo de calentamiento de fluidos HOTLINE™

ADVERTENCIA: Estas instrucciones contienen informacion importante para el
uso seguro del producto. Lea todas estas instrucciones de uso, incluidas las
advertencias y precauciones, antes de utilizar este producto. Si no se siguen
correctamente las advertencias, las precauciones y las instrucciones, podrian

provocarse la muerte o lesiones graves al paciente.

Indicaciones:

El equipo de calentamiento HOTLINE™ es un dispositivo para un solo uso, disehado
para calentar la sangre y los fluidos intravenosos, y suministrarlos en el sitio de acceso
intravenoso del paciente, a temperaturas normotérmicas, en condiciones de flujo

por gravedad.

NOTA: El equipo de calentamiento de fluidos HOTLINE™ solo debe ser utilizado con el
calentador HOTLINE™.

Principios de funcionamiento:

El equipo de calentamiento HOTLINE™ emplea un sistema de calentamiento de la
solucion recirculante a temperatura controlada para calentar activamente la sangre o
el fluido intravenoso en la linea del paciente. La solucién recirculante fluye a través de
canales independientes que rodean el canal de fluido intravenoso. El fluido se calienta
hasta que alcanza una temperatura normotérmica a velocidades de flujo por gravedad
de 50 a 5000 ml/hora.

CONTRAINDICACIONES
No debe utilizarse para calentar plaquetas, crioprecipitados ni suspensiones de
granulocitos.

ADVERTENCIAS

Si no se siguen estas advertencias, puede ocasionarse la muerte o lesiones graves al

paciente o al usuario.

« Leaysiga todas las instrucciones, etiquetas y documentos adjuntos que se
suministran con este dispositivo médico. Si no se siguen las instrucciones,
incluidas todas las advertencias y precauciones, el dispositivo podria utilizarse o
funcionar incorrectamente.

«  Elequipo de calentamiento de fluidos HOTLINE™, al igual que los dispositivos L-10,
PC-8 e YC-8, son para un solo uso y no deben reesterilizarse.

Solucién de problemas:
1. Alarmas: Visuales (luz roja indicadora) y sonoras (alarma pulsatil).

ALARMA SIMBOLO | COMPRUEBE LO SIGUIENTE

Comprobar Compruebe que el equipo de calentamiento de fluidos
el equipo —Igr HOTLINE™ esté instalado correctamente. Introduzca
desechable firmemente el conector de dos tubos en el receptaculo
situado en el lado derecho del calentador HOTLINE™.

N

Insercion dificil del equipo de calentamiento HOTLINE™ en el calentador:
Lubricar las juntas toricas en el receptaculo. Consulte el procedimiento en el
apartado 10 del Manual del usuario.

Fuga de solucién recirculante en el receptéaculo: Cambie las juntas téricas.
Consulte el procedimiento en el apartado 10 del Manual del usuario.

Level 1y HOTLINE son marcas comerciales de ICU Medical, Inc. o sus filiales.
©2014, 2019, 2024 ICU Medical, Inc. o sus Reservados todos los derechos.

w

@ ITALIANO Istruzioni per I'uso

L-7O NI
Set scaldafluidi HOTLINE™

AVVERTENZA - Le presenti istruzioni contengono importanti informazioni per
I'uso del prodotto in sicurezza. Prima dell’'uso del presente prodotto, leggere per
intero le presenti istruzioni per I'uso, incluse le avvertenze e le precauzioni. La
mancata osservanza delle avvertenze, delle precauzioni e delle istruzioni puo
provocare gravi lesioni o il decesso del paziente.

Indicazioni

Il set scaldafluidi HOTLINE™ & un dispositivo monouso previsto per il riscaldamento

del sangue e dei fluidi endovenosi e per la loro infusione nel paziente a temperatura
normotermica attraverso il sito di accesso endovenoso, in condizioni di flusso

per gravita.

NOTA - Il set scaldafluidi HOTLINE™ deve essere usato esclusivamente con il riscaldatore
HOTLINE™.

Principi di funzionamento

Il set scaldafluidi HOTLINE™ impiega un sistema termocontrollato di riscaldamento
della soluzione ricircolante per riscaldare attivamente sangue o fluido endovenoso nella
linea paziente. La soluzione ricircolante scorre attraverso canali separati che circondano
il percorso endovenoso. Il fluido é riscaldato a temperature normotermiche a portate
determinate dalla gravita e comprese tra 50 e 5.000 ml/ora.

CONTROINDICAZIONI
Da non usarsi per il riscaldamento di piastrine, crioprecipitati o sospensioni di
granulociti.

AVVERTENZE
La mancata osservanza di queste avvertenze puo causare lesioni gravi o letali al

Passaggio 5 - Dopo l'uso

1.
2.
3.

Spegnere il dispositivo mediante I'apposito interruttore.

Staccare il set scaldafluidi HOTLINE™ e inserire il tappo antiriflusso nell’attacco.
Dopo I'uso, maneggiare e smaltire il set scaldafluidi HOTLINE™ come materiale a
potenziale rischio biologico.

NOTA - Il set scaldafluidi HOTLINE™ deve essere eliminato in modo sicuro e

nel rispetto delle disposizioni locali relative all'eliminazione dei rifiuti medici
contaminate.

Risoluzione dei problemi

1.

Allarmi - Visivo (indicatore luminoso rosso) o acustico (allarme a impulsi).

ALLARME [ SIMBOLO |CONTROLLARE QUANTO SEGUE

Verifica set
monouso —I_I— correttamente. Spingere saldamente il connettore bi-

Verificare che il set scaldafluidi HOTLINE™ sia installato

tubo nell'attacco situato sul lato destro del riscaldatore
HOTLINE™.

N

w

Difficolta di inserimento del set scaldafluidi HOTLINE™ nel riscaldatore —
Lubrificare gli o-ring nell'attacco. Per la procedura, consultare la Sezione 10 del
manuale d'uso.

La soluzione ricircolante perde in corrispondenza dell’attacco - Sostituire gli
o-ring. Per la procedura, consultare la Sezione 10 del manuale d'uso.

Level 1 e HOTLINE sono marchi registrati di ICU Medical, Inc. o sue affiliate.
©2014, 2019, 2024 ICU Medical, Inc o sue affiliate. Tutti i diritti riservati.

[1) NEDERLANDS

Gebruiksaanwijzing

L-70NI
HOTLINE™ vloeistofverwarmingsset

WAARSCHUWING: Deze instructies bevatten belangrijke informatie voor

een veilig gebruik van het product. Lees deze gebruiksaanwijzing helemaal
door, met inbegrip van de Waarschuwingen en de mededelingen die met

Let op beginnen, voordat het product in gebruik wordt genomen. Als de
waarschuwingen, voorzorgen en instructies niet in acht worden genomen, kan
dat leiden tot overlijden of ernstig letsel van de patiént.

Indicaties:

De HOTLINE™ verwarmingsset is een medisch hulpmiddel voor eenmalig gebruik,
bestemd om bloed en infuusvloeistoffen te verwarmen en deze onder invloed van
zwaartekracht normotherm aan de intraveneuze toegangsplaats van de patiént toe
te dienen.

NB: De HOTLINE™ vloeistofverwarmingsset mag uitsluitend met de HOTLINE™
verwarmer worden gebruikt.

Werkingsprincipes:
De HOTLINE™ verwarmingsset gebruikt een temperatuurbestuurd

No utilice el equipo de calentamiento de fluidos HOTLINE™ ni los dispositivos L-10,
PC-8 0 YC-8 si las tapas no estan colocadas de forma segura; de lo contrario, la via
del flujo intravenoso podria no ser estéril.

paziente o all'operatore.

Leggere tutte le istruzioni, le etichette e i documenti allegati a questo dispositivo
medicale e rispettare quanto in essi prescritto. La mancata osservanza delle
istruzioni, delle avvertenze e delle precauzioni puo causare un errato utilizzo del

verwarmingssysteem met circulatieoplossing om het bloed of de infuusvloeistof
actief in de lijn naar de patiént te verwarmen. De circulatieoplossing stroomt door
afzonderlijke kanalen die zich rondom het infuuspad bevinden. De vloeistof wordt
tot normotherme temperaturen verwarmd bij stroomsnelheden onder invioed van

«  Nollene el depésito del calentador HOTLINE™ con el equipo de calentamiento
de fluidos HOTLINE™ instalado. Si no quita el equipo de calentamiento de fluidos
HOTLINE™ antes del procedimiento de llenado, puede quedar aire atrapado en el
calentador HOTLINE™.

« Lasangrey los hemoderivados podrian contener organismos patdgenos. Si no
se siguen las normas y procedimientos del centro para materiales biomédicos
peligrosos, podria producirse la exposicién a patégenos peligrosos.

«+  Utilice una técnica aséptica para la configuracion, el cebado y el uso, de acuerdo
con las normas y procedimientos aplicables del centro.

« Cebe la via de solucién recirculante antes de conectarla al equipo de extension
intravenoso. Esto se hace para confirmar que no existen roturas que comuniquen
la via de la solucién recirculante y la via intravenosa. Si sale liquido por el
extremo del paciente del equipo de calentamiento de fluidos HOTLINE™ antes de
conectarlo al equipo de administracion intravenoso, retire y sustituya el equipo de
calentamiento de fluidos HOTLINE™.

« Extraiga todo el aire del equipo de calentamiento de fluidos HOTLINE™ y de los
dispositivos L-10, PC-8 e YC-8 antes de conectarlos al paciente. Si no se toma esta
medida puede ocurrir que se introduzca aire en el paciente.

«  Parareducir el riesgo de que entren microburbujas de gas en la vasculatura del
paciente, se debe usar una linea de descarga de gases L-10 con el equipo de
calentamiento de fluidos HOTLINE™.

«  No perfore el equipo de calentamiento de fluidos HOTLINE™ con agujas, ya que
ocasionaria una rotura que afectaria a la integridad de la via intravenosa del
paciente. Si se utiliza un equipo desechable que tenga roturas que permitan que el
contenido de la via de solucién recirculante se mezcle con el de la via intravenosa
o viceversa, el paciente podria enfermar debido a la entrada de solucion
recirculante del calentador HOTLINE™ en el torrente sanguineo.

« Nolo utilice con dispositivos a presion que generen mas de 300 mmHg. Una
presion superior a 300 mmHg puede poner en peligro la integridad del equipo de
calentamiento de fluidos HOTLINE™.

«  No utilice el calentador HOTLINE™ si es evidente el mal funcionamiento del equipo
o de algun elemento desechable.

«  Este producto contiene DEHP. Los datos derivados de los estudios en animales
y epidemioldgicos detallan los siguientes riesgos, entre otros: efectos adversos
sobre el desarrollo fetal, toxicidad renal y hepatica, impacto negativo sobre la
fertilidad. Debe prestarse especial atencion al realizar la aplicacién de productos
con ftalatos en los siguientes grupos de pacientes: pacientes pediatricos, mujeres
embarazadas y mujeres lactantes.

PRECAUCIONES

Si no se siguen estas precauciones, el dispositivo puede funcionar incorrectamente

y presentar averias o danos:

« Lasleyes federales de EE.UU. restringen la venta de este dispositivo a un médico
o por prescripcion facultativa.

«  El material de los dispositivos médicos debe reunir caracteristicas especificas para
funcionar como es debido. Dichas caracteristicas Ginicamente se han verificado
para un solo uso. Cualquier intento de reprocesar el dispositivo para su ulterior
reutilizacion puede afectar negativamente a la integridad del mismo o dar lugar
a fallos en su funcionamiento.

Almacenamiento:

Almacene el dispositivo en un lugar fresco y seco. No lo exponga a temperaturas extremas.

Preparacion:
Consulte la ilustracién de esta pagina.
Para montar el equipo de calentamiento de fluidos HOTLINE™ se necesita lo siguiente:
« Calentador HOTLINE™
« Fluido intravenoso o sangre
« Equipo de administracién intravenosa
« Equipo de extension (B) de 20 cm o menos de longitud (opcional)

Instrucciones de uso:

Consulte las instrucciones completas en el Manual del usuario del calentador de sangre

y fluidos HOTLINE™.

Paso 1. Preparacion del calentador HOTLINE™

1. Compruebe que el nivel esté por encima de la marca de nivel minimo del depésito.
Si es necesario, anada solucion recirculante al deposito a través del orificio de
llenado.

2. Compruebe visualmente el estado del calentador HOTLINE™ antes de utilizarlo.
Ponga fuera de servicio cualquier calentador HOTLINE™ que muestre dafos fisicos.

3. Enchufe el calentador HOTLINE™ a una toma de corriente con una puesta a tierra
adecuada.

Paso 2. Preparacion del equipo de calentamiento de fluidos HOTLINE™

1. Quite la tapa de reflujo (si esta instalada) del receptéaculo del lado derecho del
calentador HOTLINE™.

2. Conecte el conector de dos tubos del equipo de calentamiento de fluidos
HOTLINE™ (A) al receptéculo.

3. Encienda el equipo.

- Se iluminaréd el LED verde de funcionamiento en el panel de visualizacion.

« La temperatura de la solucion recirculante que se indica en la pantalla comenzara
aaumentar.

« La via de solucién recirculante del equipo de calentamiento de fluidos HOTLINE™
se cebara autométicamente.

4. Quite la tapa del extremo e inspeccione el extremo del paciente del equipo de
calentamiento de fluidos HOTLINE™ para detectar cualquier fuga y confirmar la
integridad de la via intravenosa.

Paso 3. Conexion del equipo de administracion intravenosa

1. Conecte la bolsa de fluido intravenoso y el equipo de administracion intravenosa
al equipo de calentamiento de fluidos HOTLINE™.

2. Cebe completamente el equipo de administracion intravenosa, el equipo de
calentamiento de fluidos HOTLINE™ y el equipo de extension al paciente (si se usa).

3. Conecte el extremo distal del equipo de calentamiento de fluidos HOTLINE™ al
sitio de acceso intravenoso del paciente, con cuidado de no introducir aire.

Paso 4. Uso del calentador HOTLINE™

1. Latemperatura de la solucion recirculante que se indica en la pantalla tarda
aproximadamente 4 minutos en alcanzar los 37 °C a partir de la temperatura
ambiente.

2. Ajuste la velocidad del flujo intravenoso con la pinza del equipo de administracion
intravenosa.

NOTA: No retuerza el equipo de calentamiento de fluidos. No restrinja la
circulacion de la solucién a través de los tubos.

Paso 5. Después del uso

1. Apague el equipo.

2. Retire el equipo de calentamiento de fluidos HOTLINE™ e introduzca la tapa de
reflujo en el receptaculo.

3. Después del uso, manipule y deseche el equipo de calentamiento de fluidos
HOTLINE™ como material potencialmente biopeligroso.

NOTA: Deseche de modo seguro el equipo de calentamiento de fluidos HOTLINE™,
respetando la normativa local sobre eliminacion de residuos médicos contaminados.

dispositivo o il malfunzionamento dello stesso.

« Il set scaldafluidi HOTLINE™ e i dispositivi L-10, PC-8 e YC-8 sono monouso e non
devono essere risterilizzati.

« Seitappinon si trovano saldamente nelle proprie sedi, & possibile che la sterilita
del percorso fluidico endovenoso sia compromessa; in tal caso, non utilizzare il set
scaldafluidi HOTLINE™ né i dispositivi L-10, PC-8 e YC-8.

« Non riempire il serbatoio del riscaldatore HOTLINE™ mentre un set scaldafluidi
HOTLINE™ é collegato al riscaldatore. Il mancato scollegamento del set scaldafluidi
HOTLINE™ prima della procedura di riempimento pud provocare l'intrappolamento
d‘aria nel riscaldatore HOTLINE™.

« Il'sangue e gli emoderivati possono contenere organismi patogeni.

La mancata osservanza delle procedure e delle prassi della struttura sanitaria
relative ai materiali a rischio biologico puo determinare I'esposizione ad agenti
patogeni nocivi.

« La preparazione, il priming e l'uso richiedono I'impiego delle tecniche asettiche
previste dalle procedure e dalle prassi della struttura sanitaria.

« Eseguire il priming del percorso della soluzione ricircolante prima del
collegamento al set di prolunga per endovenosa. In questo modo & possibile
verificare che non esista una breccia tra il percorso della soluzione ricircolante
e il percorso endovenoso. Se del fluido fuoriesce dall'estremita paziente del set
scaldafluidi HOTLINE™ prima del collegamento del set per somministrazione
endovenosa, staccare e sostituire il set scaldafluidi HOTLINE™.

«  Prima di effettuare il collegamento al paziente, eliminare tutta I'aria dal set
scaldafluidi HOTLINE™ e dai dispositivi L-10, PC-8 e YC-8. La mancata esecuzione di
questa operazione pud provocare l'introduzione di aria nel paziente.

«  Perridurre il rischio che le microbolle degassate entrino nel sistema vascolare
del paziente, con il set scaldafluidi HOTLINE™ & possibile usare una valvola di
degassamento L-10.

«  Non forare il set scaldafluidi HOTLINE™ con aghi per evitare di creare una
breccia nel percorso del fluido endovenoso e compromette l'integrita della linea
endovenosa del paziente. L'uso di un set monouso con una breccia tra i percorsi
della soluzione ricircolante e del fluido endovenoso puo provocare uno stato
di malattia nel paziente a causa dell'infusione della soluzione ricircolante del
riscaldatore HOTLINE™ nel suo circolo ematico.

« Danon usare con dispositivi a pressione generanti piu di 300 mmHg di pressione.
Pressioni superiori a 300 mmHg possono compromettere l'integrita del set
scaldafluidi HOTLINE™.

« Non usare il riscaldatore HOTLINE™ in caso di evidente malfunzionamento del
dispositivo o del set monouso.

« Il presente prodotto contiene DEHP. | dati ottenuti da studi epidemiologici e
condotti sugli animali indicano i seguenti rischi, a titolo esemplificativo e non
limitativo: effetti avversi sullo sviluppo del feto, tossicita per il fegato e i reni,
impatto negativo sulla fertilita. E opportuno prestare particolare attenzione
quando si usano prodotti in ftalato nelle seguenti popolazioni di pazienti:
bambini, donne incinte e donne che allattano.

PRECAUZIONI

Il mancato rispetto di queste precauzioni pud comportare il malfunzionamento, il

guasto o il danneggiamento del dispositivo.

« Lalegge federale (U.S.A.) limita la vendita di questo dispositivo ai medici o su
prescrizione medica.

« Perfunzionare correttamente, i dispositivi medici devono rispondere a
caratteristiche specifiche del materiale. Queste caratteristiche sono state
verificate esclusivamente nel caso di singolo utilizzo del dispositivo. Qualsiasi
tentativo di riprocessare il dispositivo per il riutilizzo successivo puo alterare in
maniera avversa |'integrita del dispositivo stesso o condurre a un deterioramento
delle prestazioni.

Conservazione

Conservare in luogo fresco ed asciutto. Non esporre a temperature estreme.

Preparazione
Consultare l'illustrazione riportata su questa pagina.
Per preparare il set scaldafluidi HOTLINE™ occorre quanto segue.
« Riscaldatore HOTLINE™
« Sangue o fluido endovenoso
« Set per somministrazione endovenosa
- Set di prolunga (B) da 20 cm o di lunghezza inferiore (opzionale)

Istruzioni per I'uso

Per istruzioni complete, consultare il manuale d’uso del riscaldatore per sangue

e fluidi HOTLINE™.

Passaggio 1 - Preparazione del riscaldatore HOTLINE™

1. Verificare che il livello della soluzione ricircolante si trovi al di sopra del
contrassegno di livello minimo del serbatoio. Se necessario, aggiungere soluzione
ricircolante al serbatoio attraverso la bocchetta di riempimento.

2. Prima dell'uso, verificare le condizioni del riscaldatore HOTLINE™ mediante un
esame visivo. Non usare un riscaldatore HOTLINE™ se presenta danni fisici.

3. Collegare il riscaldatore HOTLINE™ a una presa di corrente dotata di messa a terra.

Passaggio 2 - Preparazione del set scaldafluidi HOTLINE™

1. Togliere il tappo antiriflusso (se presente) dall’attacco situato sul lato destro del
riscaldatore HOTLINE™.

2. Collegare il connettore bi-tubo del set scaldafluidi HOTLINE™ (A) allattacco.

3. Accendere il dispositivo mediante I'apposito interruttore.

« L'indicatore luminoso verde In funzione situato sul pannello del display si
accende.

« Il valore della temperatura della soluzione ricircolante visualizzato comincia ad
aumentare.

« Il priming del percorso della soluzione ricircolante del set scaldafluidi HOTLINE™
avviene automaticamente.

4. Togliere il cappuccio dell'estremita ed esaminare l'estremita paziente del set
scaldafluidi HOTLINE™ alla ricerca di eventuali perdite allo scopo di verificare
I'integrita del percorso endovenoso.

Passaggio 3 - Collegamento del set per somministrazione endovenosa

1. Collegare la sacca di fluido endovenoso e il set per somministrazione endovenosa
al set scaldafluidi HOTLINE™.

2. Eseguire il priming completo del set per somministrazione endovenosa, del set
scaldafluidi HOTLINE™ e del set di prolunga del paziente (se usato).

3. Collegare l'estremita distale del set scaldafluidi HOTLINE™ al sito di accesso
endovenoso del paziente facendo attenzione a non intrappolare aria.

Passaggio 4 - Uso del riscaldatore HOTLINE™

1. Latemperatura della soluzione ricircolante passa dalla temperatura ambiente a
37°Cin 4 minuti circa.

2. Regolare la velocita del flusso endovenoso usando il morsetto presente sul set per
somministrazione endovenosa.

NOTA - Non piegare o attorcigliare il set scaldafluidi. Non ostacolare la circolazione
della soluzione nel tubo.

zwaartekracht tussen 50-5000 ml/uur.

CONTRA-INDICATIES

Niet bestemd voor gebruik bij het verwarmen van trombocyten, cryoprecipitaat of
granulocytsuspensies.

WAARSCHUWINGEN

De patiént of de gebruiker loopt risico op overlijden of ernstig letsel als de volgende
waarschuwingen niet in acht worden genomen.

Lees en volg alle aanwijzingen, labels en met dit medische apparaat
meegeleverde bijbehorende documenten. Als de instructies, met inbegrip van alle
waarschuwingen en voorzorgen, niet in acht worden genomen, kan dat verkeerd
gebruik of storing van het apparaat tot gevolg hebben.

De HOTLINE™ vloeistofverwarmingsset, L-10, PC-8 en YC-8 zijn hulpmiddelen voor
eenmalig gebruik en mogen niet opnieuw worden gesteriliseerd.

Gebruik de HOTLINE™ vloeistofverwarmingsset, L-10, PC-8 en YC-8 niet als

de doppen niet stevig op hun plaats zitten, anders bestaat de kans dat het
infuusstromingspad niet steriel is.

Het reservoir van de HOTLINE™ verwarmer niet vullen terwijl een

HOTLINE™ vloeistofverwarmingsset is geplaatst. Nalaten de HOTLINE™
vloeistofverwarmingsset te verwijderen véér het vullen kan tot luchtbelvorming in
de HOTLINE™ verwarmer leiden.

Bloed en bloedproducten kunnen pathogene organismen bevatten. Als het beleid
en de procedures voor biologisch gevaarlijke materialen van de instelling niet
worden gevolgd, kan dat leiden tot blootstelling aan schadelijke pathogenen.

Bij de installatie, het vullen en het gebruik moet een aseptische techniek worden
gebruikt volgens de van toepassing zijnde richtlijnen en procedures van het
ziekenhuis.

Vul het circulatieoplossingspad voér aansluiting op de intraveneuze verlenging.
Dit is om te controleren of er geen lekken zijn tussen het circulatieoplossingspad
en het infuuspad. Als er vloeistof uit het patiéntuiteinde van de HOTLINE™
vloeistofverwarmingsset ontsnapt voordat het intraveneuze toedieningssysteem
is aangesloten, verwijder en vervang dan de HOTLINE™ vloeistofverwarmingsset.
Verwijder alle lucht uit de HOTLINE™ vloeistofverwarmingsset, L-10, PC-8 en YC-8
voor aansluiting op de patiént. Nalaten dit te doen kan ertoe leiden dat er lucht in
de patiént wordt ingebracht.

Ter vermindering van het risico dat ontgaste microbellen in het vaatstelsel van de
patiént terechtkomen kan een L-10 ontgasser worden gebruikt bij de HOTLINE™
vloeistofverwarmingsset.

Prik de HOTLINE™ vloeistofverwarmingsset niet aan met naalden omdat dit het
infuuspad doorboort en de integriteit van de intraveneuze lijn van de patiént
aantast. Als een disposable met een lek tussen het circulatieoplossingspad

en het infuuspad wordt gebruikt, kan de patiént ziek worden, omdat de
circulatieoplossing van de HOTLINE™ verwarmer dan in de bloedbaan van de
patiént komt.

[B Forsigtig. Ma ikke genanvendes. lkke fremstillet af naturgummilatex. Ma

ikke anvendes, hvis emballagen er beskadiget. Steril veeskevej, steriliseret
med etylenoxid. Batchkode. Anvendes inden. Antal. Katalognummer. Ma

ikke udszettes for sollys. Opbevares tort. Indhold eller forekomst af phthalat:
Bis(2-ethylhexyl) phthalat (DEHP). Fabrikant. Repraesentant i det Europaeiske
Feellesskab. Forsigtig: Ifolge amerikansk lov ma dette produkt kun saelges af
eller pa ordination af en lzege.

Forsiktig. Til engangsbruk. Ikke fremstilt med naturgummilateks. Ma

ikke brukes hvis emballasjen er adelagt. Steril vaeskebane, sterilisert med
etylenoksidgass. Kode for parti. Brukes innen. Antall. Katalognummer.
Oppbevares utenfor direkte sollys. Oppbevares tort. Innhold eller forekomst
av ftalat: bis(2-etylhexyl) ftalat (DEHP). Produsent. Representant i Europa.
Forsiktig: Etter amerikansk lovgivning kan dette utstyret kun selges eller
bestilles av en lege.

Huomautus. Ei saa kdyttda uudelleen. Ei valmistettu luonnonkumilateksista.
Ei saa kayttad, jos pakkaus on vahingoittunut. Steriili nestevaylé, steriloitu
etyleenioksidikaasulla. Erdkoodi. Kdytettava ennen. Maara. Luettelonumero.
Suojattava auringonvalolta. Pidettdva kuivana. Sisaltda Phthalatea tai sen
jaamia: bis(2-etyylihexyl) phthalate (DEHP). Valmistaja. Valtuutettu edustaja
Euroopan yhteisossa. Huomautus: Yhdysvaltain lain mukaan téman valineen
saa myyda vain lddkari tai ladkdrin madrdyksesta.

ARAwon TPocoxG. Mnv emavaypnoIHoToLE(Te. Agv Kataokeualetal pe Aateg
Ao PUOIKO ENACTIKO KOPHL MnV TO XPNOIUOTIOLETE EQV I CUCKELATIA EXEL
urnooTei {nuid. AmooTtelpwpévn 080G UYPOU, AMOCTEIPWHEVN HE aéPLo O&eidlo
Tou atBuleviou. Kwdikdg maptidac. Huepopnvia Aéne. Moodtnta. ApiBuog
Katahoyou. Alatnpeite pakptd amé to nAako ewe. Na Siatnpeitat oteyvo.
Mepiéxel @Oahikd ry umapyel mapouaia GOAAIKWV: POANKOE St-(2-alBuloeulo)
eotépag (DEHP). Kataokevaotng. E§ouciodotnpévog avtimpoownog otnv
Eupwraikr Kowvotnta. AfjAwen mpocoxng: H opoomovdiakr vopodeaia (twv
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HOTLINE™
Fluid Warming Set

HOTLINE™ Fluid Warming Set for use with HOTLINE™ Fluid Warmer

Kit de réchauffage de solutés HOTLINE™ a utiliser avec le
réchauffeur de solutés HOTLINE™

HOTLINE™-Fliissigkeitswérmeset zum Gebrauch mit dem HOTLINE™-
Fliissigkeitswarmesystem

Equipo de calentamiento de fluidos HOTLINE™ para uso con el
calentador de fluidos HOTLINE™

Set scaldafluidi HOTLINE™ per I'uso con lo scaldafluidi HOTLINE™

HOTLINE™ vloeistofverwarmingsset voor gebruik met HOTLINE™
vloeistofverwarmer

Sistema de aquecimento de fluidos HOTLINE™ para utilizacao
com o aquecedor de fluidos HOTLINE™

HOTLINE™ vétskevarmarset for anvandning med
HOTLINE™ vétskevarmare

HOTLINE™ veeskeopvarmningsset til brug med
HOTLINE™ vaeskevarmer

HOTLINE™-veeskevarmingssett til bruk med HOTLINE™-vaeskevarmer

HOTLINE™-nesteenlammityssetti kaytettavaksi HOTLINE™-
nesteenlammittimen kanssa

et B¢ppavong uypwv HOTLINE™ yia xprion pe o Osppavtipa
vypwv HOTLINE™

sl 1CU Medical, Inc. ICU Medical B.V.

6000 Nathan Lane North Hofspoor 3
Minneapolis, MN 55442 USA 3994 \/Z Houten
Tel: 1800258 5361 (US/CA)  The Netherlands

Tel: +1614 2107300 Tel: +44 (0)1233 722100

Rx

ONLY 2797

www.icumed.com

IFU0000740 (01)

Do not use if
Not made with package is
Caution Do not reuse. natural rubber latex damaged.
Sterile Fluid Path, Batch g T
Ethylene oxide gas sterilized Code Use by Quantity
- g
0~
2 =
/I\\ Keep Dry.
Contains or Presence of Phthalate:
bis (2-ethylhexyl) phthalate (DEHP)

Catalogue Number Keep away from sunlight

u Manufacturer

N . Rx Caution: Federal (U.S.A.) law restricts
E Authorised Representative in this device to sale by or on the order
the European Community ONLY ofa physician.

Caution. Do not reuse. Not made with natural rubber latex. Do not use if
package is damaged. Sterile Fluid Path, Ethylene oxide gas sterilized. Batch
Code. Use by. Quantity. Catalog Number. Keep away from sunlight. Keep

dry. Contains or Presence of Phthalate: bis(2-ethylhexyl) phthalate (DEHP).
Manufacturer. Authorized Representative in the European Community.
Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a
physician.

Attention. Ne pas réutiliser. Fabriqué sans latex naturel (caoutchouc). Ne pas
utiliser si 'emballage est endommagé. Trajet de liquide stérile, stérilisé au
gaz (I'oxyde d‘éthyléne). Numéro de lot. Utiliser avant le. Quantité. Numéro
de catalogue. Conserver a I'abri de la lumiére du soleil. Conserver au sec.
Contient du phtalate ou présence de phtalate: phtalate de bis(2-éthylhexyle)
(DEHP). Fabricant. Mandataire dans la Communauté européenne. Attention:
La législation fédérale américaine n‘autorise la vente de ce produit que sur
prescription médicale.

[@ Vorsicht. Nicht zur Wiederverwendung. Nicht mit Latex aus Naturkautschuk

hergestellt. Inhalt bei beschédigter Verpackung nicht verwenden. Steriler
Flussigkeitsweg, Sterilisation mit Ethylenoxid. Chargenbezeichnung.
Verwendbar bis. Menge. Bestellnummer. Vor Sonnenlicht schiitzen. Trocken
aufbewahren. Enthalt oder Anwesenheit von Phthalate: Diethylhexylphthalat
(DEHP). Hersteller. Bevollmachtigter in der Europdischen Gemeinschaft.
Vorsicht: In den USA darf dieses Produkt nach den gesetzlichen Vorschriften
nur durch einen Arzt oder auf arztliche Verschreibung abgegeben werden.

Precaucion. No reutilizar. Fabricado sin latex de caucho natural. No utilizar si
el envase esta danado. Trayectoria del liquido estéril, esterilizada con éxido de
etileno. Cédigo de lote. Fecha de caducidad. Cantidad. Nimero de catalogo.
Manténgase lejos de la luz solar. Manténgase en lugar seco. Contenido o
presencia de ftalato: di(2-etilhexil) ftalato (DEHP). Fabricante. Representante
autorizado en la Comunidad Europea. Precaucion: Las leyes federales de
EE.UU. restringen la venta de este dispositivo a un médico o por prescripcion
facultativa.

Attenzione. Non riutilizzare. Prodotto senza lattice di gomma naturale.

Non utilizzare se la confezione € danneggiata. Percorso fluidico sterile,
sterilizzato con gas ossido di etilene. Codice del lotto. Utilizzare entro. Quantita.
Numero di catalogo. Tenere al riparo dalla luce solare. Tenere all'asciutto.
Contiene o presenza di ftalati: di(2-etilesil) ftalato (DEHP). Fabbricante.
Mandatario per la Comunita Europea. Attenzione - La legge federale (U.S.A.)
limita la vendita di questo dispositivo ai medici o su prescrizione medica.

Let op. Niet opnieuw gebruiken. Niet gemaakt met natuurlijke rubberlatex.
Niet gebruiken indien de verpakking beschadigd is. Steriel vloeistofpad,

met ethyleenoxide gesteriliseerd. Batchcode. Te gebruiken voor. Aantal.
Catalogusnummer. Niet blootstellen aan zonlicht. Droog houden. Bevat
ftalaat of er is ftalaat aanwezig: bis(2-ethylhexyl) ftalaat (DEHP). Fabrikant.
Gemachtigde in de Europese Gemeenschap. Let op: Krachtens de nationale
wetgeving (van de VS) mag dit product uitsluitend door of op voorschrift van
een arts worden verkocht.

Precaucao. Néo reutilizar. Nao fabricado com latex de borracha natural. Nao
utilizar se a embalagem estiver danificada. Via de fluido estéril, esterilizado
com gas oxido de etileno. Cédigo de série. Utilizar até. Quantidade. NUumero
de catalogo. Manter afastado da luz solar. Manter seco. Contetido ou presenca
de ftalato: ftalato de bis(2-etil-hexilo) (DEHP). Fabricante. Mandatario na
Comunidade Europeia. Precaugéo: A lei federal dos E.U.A. restringe a venda
deste aparelho a médicos ou mediante receita médica.

Forsiktighet. Far inte dteranvandas. Inte gjord med naturgummilatex. Far inte
anvandas om forpackningen &r skadad. Steril vatskebana, steriliserad med
etylenoxid. Batchkod. Anvand fore. Kvantitet. Katalognummer. Skyddas for
solljus. Forvaras torrt. Innehaller eller har férekomst av ftalat: bis(2-etylhexyl)
ftalat (DEHP). Tillverkare. Auktoriserad representant i Europeiska gemenskapen.
Forsiktighet: Enligt amerikansk federal lagstiftning far denna produkt endast
saljas av eller pa ordination av ldkare.
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« Niet voor gebruik met druktoestellen die meer dan 300 mmHg genereren.

Bij een druk van meer dan 300 mmHg kan de integriteit van de HOTLINE™
vloeistofverwarmingsset worden aangetast.

«  Gebruik de HOTLINE™ verwarmer niet als de apparatuur of de disposable duidelijk
defect is.

« Dit product bevat DEHP - gegevens afkomstig uit dier- en epidemiologisch
onderzoek wijzen op onder meer de volgende risico's: Nadelige effecten op
de foetale ontwikkeling, nier- en levertoxiciteit en negatieve invloed op de
vruchtbaarheid. Er moet speciale aandacht worden besteed aan de toepassing
van ftalaathoudende producten bij de volgende patiéntenpopulaties: kinderen,
zwangere vrouwen en vrouwen die borstvoeding geven.

LET OP

Er kan defect, storing of beschadiging van het apparaat optreden als deze voorzorgen

niet in acht worden genomen:

« Krachtens de nationale wetgeving (van de VS) mag dit product uitsluitend door of
op voorschrift van een arts worden verkocht.

« Voor een beoogde werking moeten medische hulpmiddelen over specifieke
materiaaleigenschappen beschikken. Deze eigenschappen zijn na verificatie alleen
voor eenmalig gebruik geschikt verklaard. Probeer niet het hulpmiddel opnieuw
te bewerken met hergebruik als doel. Zulke pogingen kunnen een ongunstige
invloed op de integriteit van het hulpmiddel hebben of kunnen een
verslechterde werking van het hulpmiddel veroorzaken.

Opslag:
Op een koele, droge plaats bewaren. Niet aan extreme temperatuur blootstellen.

Voorbereiding:
Zie de afbeelding op deze pagina.
Om de HOTLINE™ verwarmingsset op te stellen, hebt u het volgende nodig:
« HOTLINE™ verwarmer
« Infuusvloeistof of bloed
« Intraveneus toedieningssysteem
«Verlenging (B), 20 cm of minder in lengte (optioneel)

Gebruiksaanwijzing:

Zie de HOTLINE™ bloed- en vloeistofverwarmer Bedieningshandleiding voor

complete instructies.

Stap 1 - De HOTLINE™ verwarmer opstellen

1. Controleer of het niveau zich boven de markering voor het minimumniveau op
het reservoir bevindt. Voeg zo nodig circulatieoplossing via de vulopening aan het
reservoir toe.

2. Controleer de toestand van de HOTLINE™ verwarmer aan de hand van een visuele
inspectie alvorens deze te gebruiken. Een HOTLINE™ verwarmer die fysieke
beschadiging vertoont, moet buiten gebruik worden gesteld.

3. Steek de stekker van de HOTLINE™ verwarmer in een naar behoren geaard
stopcontact.

Stap 2 - De HOTLINE™ vloeistofverwarmingsset opstellen

1. Verwijder (indien aanwezig) de reflux-plug van de aansluiting aan de rechterkant
van de HOTLINE™ verwarmer.

2. Steek de dubbele slangconnector op de HOTLINE™ vloeistofverwarmingsset (A) in
de aansluiting.

3. Zetde stroomschakelaar aan.

« De groene led 'In bedrijf' op het afleesvenster licht op.

« Het temperatuurdisplay van de circulatieoplossing begint te stijgen.

« Het circulatieoplossingspad in de HOTLINE™ vloeistofverwarmingsset wordt
automatisch gevuld.

4. Verwijder de einddop en inspecteer het patiéntuiteinde van de HOTLINE™
vloeistofverwarmingsset op lekken om te bevestigen dat het infuuspad intact is.

Stap 3 - Het intraveneuze toedieningssysteem aansluiten

1. Sluit de infuusvloeistof en het intraveneuze toedieningssysteem aan op de
HOTLINE™ vloeistofverwarmingsset.

2. Zorgdat het intraveneuze toedieningssysteem, de HOTLINE™
vloeistofverwarmingsset en de patiéntverlenging (indien gebruikt) volledig
worden gevuld.

3. Sluit het distale uiteinde van de HOTLINE™ vloeistofverwarmingsset aan op de
intraveneuze toegangsplaats van de patiént zonder dat er luchtbellen worden
gevormd.

Stap 4 - De HOTLINE™ verwarmer gebruiken

1. Het temperatuurdisplay van de circulatieoplossing stijgt in ongeveer 4 minuten
van omgevingstemperatuur tot 37 °C.

2. Stel de infuusstroomsnelheid af met gebruik van de klem op het intraveneuze
toedieningssysteem.

NB: De slangen van de vloeistofverwarmingsset niet knikken. De circulatie van de
oplossing door de slang niet verhinderen.

Stap 5 - Na gebruik

1. Zet de stroomschakelaar uit.

2. Verwijder de HOTLINE™ vloeistofverwarmingsset en steek de reflux-plug in de
aansluiting.

3. Na gebruik moet de HOTLINE™ vloeistofverwarmingsset als mogelijk biologisch
gevaarlijk materiaal worden gehanteerd en afgevoerd.

NB: Het de HOTLINE™ vloeistofverwarmingsset moet op veilige wijze en in
overeenstemming met de plaatselijke voorschriften voor gecontamineerd
medisch afval worden afgevoerd.

Storingzoeken:
1. Alarmen: Visueel (rood waarschuwingslampje) en akoestisch (pulserend alarm).

ALARM SYMBOOL | CONTROLEER HET VOLGENDE

Controleer Controleer of de HOTLINE™ vloeistofverwarmingsset naar
disposable —Igr behoren is aangebracht. Duw de dubbele slangconnector

stevig in de aansluiting aan de rechterkant van de
HOTLINE™ verwarmer.

N

Het insteken van de HOTLINE™ vloeistofverwarmingsset in de verwarmer
verloopt moeizaam: Smeer de O-ringen in de aansluiting. Zie voor de procedure
hoofdstuk 10 van de Bedieningshandleiding.

Circulatieoplossing lekt bij de aansluiting: Vervang de O-ringen. Zie voor de
procedure hoofdstuk 10 van de Bedieningshandleiding.

Level 1 en HOTLINE zijn handelsmerken van ICU Medical, Inc. of zijn gelieerde

ondernemingen. ©2014, 2019, 2024 ICU Medical, Inc. of zijn gelieerde ondernemingen.
Alle rechten voorbehouden.
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[0 PORTUGUES Instrucdes de utilizacao

L-70NI
Sistema de aquecimento de fluidos HOTLINE™

ADVERTENCIA: Estas instrugdes contém informagdes importantes para uma
utilizagao segura do produto. Leia na integra estas instrugoes de utilizagao,
incluindo as adverténcias e as precaugdes, antes de utilizar este produto. O nao
cumprimento das adverténcias, precaugdes e instrugdes pode originar leses
graves ou mesmo a morte do doente.

Indicagoes:
sistema de aquecimento HOTLINE™ é um dispositivo para uma Unica utilizagao,

concebido para aquecer sangue e fluidos intravenosos e administra-los através do local
de acesso intravenoso do doente em temperaturas normotérmicas sob condi¢oes de
fluxo de gravidade.

(o]

BSERVAGAO: O sistema de aquecimento de fluidos HOTLINE™ deve ser utilizado

apenas com o aquecedor HOTLINE™.

Principios de funcionamento:

Elimine todo o ar do sistema de aquecimento de fluidos HOTLINE™, da saida de
gases L-10 e das extensoes PC-8 e YC-8 antes de estabelecer a ligagao ao doente. O
ndo cumprimento desta instrugdo podera resultar na introducéo de ar no doente.
Para reduzir o risco de que microbolhas desgaseificadas entrem na vascularizagéo
do paciente, uma saida de gases L-10 pode ser utilizada com o sistema de
aquecimento de fluidos HOTLINE™.

Nao perfure o sistema de aquecimento de fluidos HOTLINE™ com agulhas, ja

que assim provocaria a interrupgao da via L.V., comprometendo a integridade da
linha intravenosa do doente. Se utilizar um conjunto descartavel com uma via de
solucdo recirculante/via intravenosa interrompida, poderao ocorrer problemas
no doente devido a entrada da solugao recirculante do aquecedor HOTLINE™ na
corrente sanguinea.

N&o deve ser utilizado com aparelhos de pressao que gerem uma pressao acima
de 300 mmHg. Uma pressao superior a 300 mmHg podera comprometer a
integridade do sistema de aquecimento de fluidos HOTLINE™.

Néo utilize 0 aquecedor HOTLINE™ se houver um mau funcionamento evidente do
equipamento ou do conjunto descartavel.

Este produto contém DEHP - os dados obtidos a partir de estudos com animais

e epidemioldgicos destacam os seguintes riscos, embora ndo sejam exaustivos:
efeitos adversos no desenvolvimento do feto, toxicidade renal e hepatica,
impacto negativo na fertilidade. Devera prestar-se especial aten¢éo a aplicacéo
de produtos a base de ftalatos nas seguintes populagées de doentes: pediatrica,
gravidas e mulheres em periodo de amamentagao.

PRECAUGOES

Se estas precau¢des nao forem cumpridas, poderao ocorrer avarias, falhas ou danos
no aparelho:

A lei federal dos E.U.A. restringe a venda deste dispositivo a médicos ou mediante
receita médica.

E necessério que determinadas caracteristicas do material de dispositivos médicos
tenham o desempenho pretendido. Estas caracteristicas foram validadas para uma
utilizagao unica. Qualquer tentativa de reprocessar o dispositivo para subsequente
reutilizagdo pode afectar adversamente a integridade do dispositivo ou levar

a alteragao do seu desempenho.

Armazenamento:
Armazene em area seca e fresca. Nao o exponha a temperaturas extremas.

Preparagao:
Consulte a ilustracao nesta pagina.
Para ligar o sistema de aquecimento HOTLINE™, é necessario o seguinte:

+ Aquecedor HOTLINE™

« Fluido intravenoso ou sangue

« Conjunto de administragdo intravenosa

« Conjunto de extensao (B) de 20 cm ou mais curto (opcional)

Instrugées de utilizagao:

Consulte o manual do operador do aquecedor de sangue e fluidos HOTLINE™
para obter instrugoes completas.

Passo 1 - Preparar o aquecedor HOTLINE™

1

2.

3.

. Verifique se o nivel est4 acima da marca minima no reservatdrio. Se necessario,

adicione solugao recirculante ao reservatério através da porta de enchimento.
Antes de utilizar, inspeccione visualmente o estado do aquecedor HOTLINE™.
Coloque fora de servi¢o qualquer aquecedor HOTLINE™ que esteja danificado.
Ligue o aquecedor HOTLINE™ a uma tomada eléctrica com ligagao a

terra adequada.

Passo 2 - Preparar o conjunto de aquecimento de fluidos HOTLINE™

1.

Remova a tampa de retengdo (se existente) do orificio de encaixe no lado direito
do aquecedor HOTLINE™.

2. Ligue o conector duplo do sistema de aquecimento de fluidos HOTLINE™ (A) ao
orificio de encaixe.

3. Ligue o interruptor de alimentacéo.
+ O LED verde de funcionamento existente no painel com ecra acende-se.
+ Os valores da temperatura da solugéo recirculante apresentados no visor
comegam a aumentar.
« A via da solugao recirculante no sistema de aquecimento de fluidos HOTLINE™
sera purgada automaticamente.

4. Remova a tampa da extremidade e verifique se a extremidade do sistema de

aquecimento de fluidos HOTLINE™ ligada ao doente apresenta fugas para
confirmar a integridade da via intravenosa.

Passo 3 - Ligar o conjunto de administragao intravenosa

1.

2.

w

Ligue o saco de fluido I.V. e o conjunto de administragdo intravenosa ao sistema de
aquecimento de fluidos HOTLINE™.

Purgue completamente o conjunto de administracao intravenosa, o sistema

de aquecimento de fluidos HOTLINE™ e o conjunto de extensao do doente (se
utilizado).

Ligue a extremidade distal do sistema de aquecimento de fluidos HOTLINE™ ao
local de acesso intravenoso do doente sem que fique ar aprisionado.

Passo 4 - Utilizar o aquecedor HOTLINE™

N

A temperatura da solugao recirculante atinge os 37 °C em cerca de 4 minutos a
partir da temperatura ambiente.

Ajuste o débito do fluido L.V. utilizando o acessério de fixagdo do conjunto de
administragdo intravenosa.

OBSERVACAO: Nio dobre o sistema de aquecimento de fluidos. N&o obstrua a
circulagao da solucao através da tubagem.

Passo 5 - Ap6s a utilizagdo

1.
2.

3.

Desligue o interruptor de alimentagao.

Remova o sistema de aquecimento de fluidos HOTLINE™ e insira a tampa de
retengdo no orificio de encaixe.

Apos o uso, manuseie e elimine o sistema de aquecimento de fluidos HOTLINE™
como um produto que representa um potencial perigo bioldgico.
OBSERVAGAO: O sistema de aquecimento de fluidos HOTLINE™ tem de ser
eliminado de forma segura e de acordo com as directivas locais relativas a
eliminagédo de residuos médicos contaminados.

Resolucao de problemas:

1.

Alarmes: Visual (luz indicadora vermelha) e Sonoro (alarme pulsado).

ALARME SIMBOLO | VERIFIQUE O SEGUINTE

Verificar Confirme se o sistema de aquecimento de fluidos

conjunto —I_I— HOTLINE™ esta devidamente instalado. Insira com firmeza

descartavel o conector duplo no orificio de encaixe no lado direito do
aquecedor HOTLINE™.

2. Dificil introdugéao do sistema de aquecimento HOTLINE™ no aquecedor:

w

Lubrifique os anéis de vedagao no orificio de encaixe. Consulte na secdo 10 do
manual do operador a descri¢do do procedimento.

Fuga de solugao recirculante no orificio de encaixe: Substitua os anéis

de vedagdo. Consulte na sec¢do 10 do manual do operador a descrigdo do
procedimento.

Level 1 e HOTLINE sdo marcas comerciais da ICU Medical, Inc. ou das suas afiliadas.
©2014, 2019, 2024 ICU Medical, Inc. ou suas afiliadas. Todos os direitos reservados.

&1 SVENSKA

Bruksanvisning

lécka mellan banan for den cirkulerande 16sningen och infusionsslangen. Om det
kommer ut vétska fran patientdnden av HOTLINE™ vatskevdrmarsetet innan det
kopplas till infusionsaggregatet, ska HOTLINE™ vdtskevarmarset tas bort och
bytas ut.

Trang ut all luft fran HOTLINE™ vétskevarmarset, L-10, PC-8 och YC-8 fore
anslutning till patienten. Underlatenhet att gora detta kan resultera i att luft
kommer in i patienten.

For att minska risken for att gasmikrobubblor fors in i patientens kérl kan en L-10
gasventil anvdndas tillsammans med HOTLINE™ vétskevdrmarset.

Stick inte HOTLINE™ véatskevdrmarset med nalar eftersom det bryter
infusionsbanan och skadar patientens infusionsslang. Om ett engéngsset med en
trasig bana for cirkulerande I6sning/infusionsslang anvands, kan patienten bli sjuk
pé grund av att HOTLINE™ varmarens cirkulerande I6sning kommer in i patientens
blodomlopp.

Denna produkt &r ej avsedd att anvandas tillsammans med tryckanordningar som
genererar tryck pa 6ver 300 mmHg. Tryck som 6verstiger 300 mmHg kan skada
HOTLINE™ vétskevarmarset.

Anvénd inte HOTLINE™ varmaren om det &r uppenbart att utrustningen eller
engangssetet inte fungerar pa ratt satt.

Denna produkt innehéller DEHP - data som harletts fran djurstudier och
epidemiologiska studier visar pa, men begransas inte till, foljande risker:

Negativa effekter pa fosterutvecklingen, toxicitet for njurar och lever,

negativ inverkan pé fertiliteten. Sérskild uppmarksamhet vid anvandning

av ftalatprodukter bor iakttas for foljande patientgrupper: barn, gravida och
ammande kvinnor.

FORSIKTIGHETSATGARDER

Underldtenhet att folja forsiktighetsatgarderna kan leda till funktionsstorningar,
funktionsavbrott eller skada pa anordningen.

Enligt amerikansk federal lagstiftning far denna produkt endast séljas av eller
pé order av ldkare.

Medicintekniska utrustningar kréver specifika egenskaper hos materialet

for att de ska fungera sésom avsett. Dessa egenskaper har endast verifierats
for engangsbruk. Varje forsok att upparbeta utrustningen for efterféljande
ateranvandning kan férorsaka skador pé utrustningen eller leda till
forsamrad funktion.

Forvaring:
Forvaras svalt och torrt. Far ej utsattas for extrema temperaturer.

Forberedelse:
Se bilden pa denna sida.
Foljande kravs for att installera HOTLINE™ varmarset:

« HOTLINE™ vdrmare

« Infusionsvatska eller blod

« Infusionsset

« Forlangningsset (B), 20 cm eller kortare (tillval)

Bruksanvisning:
Se anvandarhandboken fér HOTLINE™ blod- och vétskevarmare for fullstandiga
instruktioner.

Steg 1 - Installera HOTLINE™ vdarmaren

1.

2.

3.

Kontrollera att vétskenivan ar ver behallarens markering for ldgsta niva. Tillsatt
cirkulerande |6sning i behallaren genom pafyliningsporten om det behdvs.
Kontrollera HOTLINE™ varmarens skick genom en visuell inspektion fére
anvandning. Ta varje HOTLINE™ vérmare som visar tecken pa fysisk skada ur drift.
Anslut HOTLINE™ varmaren till ett ordentligt jordat eluttag.

Steg 2 - Forbered HOTLINE™ vatskevarmarset

1.

2.
3.

Ta bort aterflodespluggen (om den finns) fran uttaget pa hogra sidan av HOTLINE™
varmaren.

Anslut dubbelslangskopplingen p& HOTLINE™ vétskevarmarset (A) till uttaget.

Sla pa strombrytaren.

« Den grona lysdioden for drift pa displayen tands.

« Den cirkulerande l6sningens temperaturdisplay visar stigande temperatur.

« Banan for den cirkulerande 16sningen i HOTLINE™ vatskevarmarset fylls
automatiskt.

4. Tabort dandlocket och undersok patientdnden av HOTLINE™ vatskevarmarset for

lackage for att bekréfta att infusionsslangen &r hel.

Steg 3 - Anslut infusionsaggregatet

1.

2.

3.

Anslut pasen med infusionsvatska och infusionsaggregatet till HOTLINE™
vatskevarmarset.

Fyll infusionsaggregatet, HOTLINE™ véatskevarmarset och patientens
foérlangningsset (om sadant anvands) fullstandigt.

Koppla den distala anden av HOTLINE™ vétskevarmarset till patientens intravendsa
ingangsstalle utan att innesluta nagon luft.

Steg 4 - Anvand HOTLINE™ varmaren

1.

2.

Den cirkulerande l6sningens temperaturdisplay gar fran rumstemperatur till 37 °C
pa ungefar 4 minuter.

Justera flédeshastigheten for infusionsvétskan med hjélp av infusionsaggregatets
klamma.

OBS! Vik inte vétskevarmarsetet. Stryp inte I6sningens cirkulation genom slangen.

Steg 5 - Efter anvandning

1.
2.
3.

SI& av strombrytaren.

Ta bort HOTLINE™ vatskevarmarset och satt i dterflodespluggen i uttaget.

Efter anvandning ska HOTLINE™ vétskevarmarset hanteras och bortskaffas som
biologiskt riskavfall.

OBS! HOTLINE™ vétskevarmarset maste avfallshanteras med storsta forsiktighet
och i enlighet med lokala foreskrifter for kontaminerat medicinskt avfall.

Fels6kning:

1.

Larm: Visuella (réd indikatorlampa lyser) och ljudlarm (pulserande ton).

LARM SYMBOL | KONTROLLERA FOLJANDE

Kontrollera Q
engangsseten LI— pa rétt satt. Tryck in dubbelslangskopplingen stadigt i

Kontrollera att HOTLINE™ vétskevdrmarset installerats

uttaget pa hogra sidan av HOTLINE™ varmaren.

2.

3.

Svart att satta i HOTLINE™ varmarset i varmaren: Smorj uttagets O-ringar. Lds om
proceduren i avsnitt 10 av anvandarhandboken.

Den cirkulerande 16sningen lacker ut ur uttaget: Byt ut O-ringarna. Lds om
proceduren i avsnitt 10 av anvandarhandboken.

Level 1 och HOTLINE dr varumdirken som tillhér ICU Medical, Inc. eller dess dotterbolag.
©20174, 2019, 2024 ICU Medical, Inc. eller dess dotterbolag. Med ensamritt.
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Brugsanvisning

L-70 NI
HOTLINE™ vaeskeopvarmningssaet

forholdsregler og instruktioner folges noje, kan det resultere i dod eller alvorlige

ADVARSEL: Disse instruktioner indeholder vigtige oplysninger mht. sikker
anvendelse af produktet. Laes hele brugsanvisningen, inklusive advarsler
og forholdsregler inden anvendelse af dette produkt. Hvis ikke advarsler,

kvaestelser for patienten.

For at reducere risikoen for, at udluftede mikrobobler treenger ind i

patientens vaskulatur, kan der benyttes en L-10 gasventil med HOTLINE™
vaeskeopvarmningsszttet.

Stik ikke i HOTLINE™ vaeskeopvarmningssaettet med nale, da dette vil bryde
IV-vejen og kompromittere integriteten af den intravengse patientslange. Hvis et
engangsseet med en brudt recirkulationsoplesningsvej/intravenes vej bruges, kan
patienten blive syg, fordi recirkulationsoplgsningen i HOTLINE™ vaeskevarmeren
treenger ind i patientens blodbane.

Opvarmningsseettet ma ikke anvendes sammen med trykapparater, der genererer
over 300 mm Hg. Tryk, der er hgjere end 300 mm Hg, kan kompromittere
HOTLINE™ veeskeopvarmningssaettets integritet.

Brug ikke HOTLINE™ vaeskevarmeren, hvis udstyret eller engangssaettet

tydeligvis fejlfungerer.

Dette produkt indeholder DEHP - data, udledt fra dyre- og epidemiologiske
undersggelser, beskriver falgende risici (dette er ikke en fuldsteendig liste):
Skadelig virkning pa fosterudvikling, nyre- og lever toksicitet, negative virkning pa
fertilitet. Veer saerlig opmaerksom pé felgende patientpopulationer ved anvendelse
af produkter, der indeholder phthalater: Barn, gravide kvinder og ammende
kvinder.

FORHOLDSREGLER

Fejlfunktion, svigt eller beskadigelse af anordningen kan forekomme, hvis disse
forholdsregler ikke overholdes.

Ifelge amerikansk lov mé dette produkt kun saelges af eller pa ordination af

en lege.

Medicinsk udstyr kreever specifikke materialeegenskaber for at fungere som
tilsigtet. Disse egenskaber er kun kontrolleret til engangsbrug. Ethvert forseg pa
at behandle udstyret til efterfolgende genbrug kan pavirke perfekt tilstand af
udstyret negativt eller medfere forringet funktionsevne.

(o]
O

pbevaring:
pbevares tort og keligt. Ma ikke udszettes for ekstreme temperaturer.

Forberedelse:
Se illustrationen pa denne side.

D

u skal bruge folgende ved monteringen af HOTLINE™ vaeskeopvarmningssaettet:
« HOTLINE™ vaeskevarmer
« Intravengs vaeske eller blod
« Intravengst administrationssaet
- Forlaengersaet (B), 20 cm eller kortere (valgfri)

Brugsanvisning:
Se brugervejledningen til HOTLINE™ blod- og veeskevarmer for komplette

in

struktioner.

Trin 1 - Montering af HOTLINE™ vaeskevarmeren

1.

N

3.

Check, at niveauet er over market for minimumniveauet pa reservoiret. Tilsaet
recirkulationsopl@sning i reservoiret gennem pafyldningsabningen, hvis det er
pékraevet.

Check HOTLINE™ vaeskevarmerens tilstand med en visuel inspektion inden
brug. Tag en HOTLINE™ vaeskevarmer ud af drift, hvis den viser tegn pa fysisk
beskadigelse.

Tilslut HOTLINE™ vaeskevarmeren til en stremkontakt med jordforbindelse.

Trin 2 - Montering af HOTLINE™ vaeskeopvarmningssattet

1.

2.

3.

»

Fjern tilbagelebsproppen (hvis den findes) fra stikforbindelsen pa hajre side af
HOTLINE™ vaeskevarmeren.

Tilslut konnektoren med dobbeltslange pa HOTLINE™ vaeskeopvarmningsseettet
(A) til stikforbindelsen.

Teend for stremafbryderen.

« Den grenne LED for drift p& displaypanelet lyser.

« Recirkulationsoplgsningens temperaturdisplay begynder at stige.

« Recirkulationsoplgsningsvejen i HOTLINE™ vaeskeopvarmningssaettet primes
automatisk.

Fjern endehaetten og efterse patientenden pa HOTLINE™
vaeskeopvarmningssattet for laekager for at bekraefte integriteten af den
intravengse vaeskevej.

Trin 3 - Tislut det intravengse administrationssaat

1.

2.

3.

Tilslut IV-vaesken og det intravengse administrationssaet til HOTLINE™
veeskeopvarmningssaettet.

Prim det intravengse administrationssaet, HOTLINE™ veeskeopvarmningssaettet og
patientforlaengersaettet (hvis et sadant anvendes) helt.

Tilslut den distale ende af HOTLINE™ vaeskeopvarmningssaettet til patientens
intravengse adgangssted uden at indfange luft.

Trin 4 - Brug af HOTLINE™ vaeskevarmeren

1.

2.

Recirkulationsoplgsningens temperaturdisplay nar 37 °C fra omgivende
temperatur pé ca. 4 minutter.

Justér IV-flowhastigheden med klemmen pa det intravengse administrationssaet.
BEMZARK: Der ma ikke vaere knaek pa vaeskeopvarmningsszettet. Cirkulation af
oplasningen gennem slangen ma ikke haemmes.

Trin 5 - Efter brug

1.
2.

3.

Sluk for stramafbryderen.

Fjern HOTLINE™ vaeskeopvarmningssaettet og seet tilbagelgbsproppen i
stikforbindelsen.

Efter brug handteres og bortskaffes HOTLINE™ veaeskeopvarmningssaettet som en
potentiel biofare.

BEMARK: HOTLINE™ vaeskeopvarmningssaettet bortskaffes med starste omhu i
henhold til de lokale forskrifter om kontamineret medicinsk affald.

Fejlfinding:

1.

Alarmer: Visuel (redt indikatorlys) og akustisk (pulserende alarm).

ALARM SYMBOL | CHECK FOLGENDE

Check
engangsartikler —Igl— korrekt isat. Tryk konnektoren med dobbeltslange

Bekraeft, at HOTLINE™ vaeskeopvarmningssaettet er

i stikforbindelsen pé hajre side af HOTLINE™

veeskevarmeren.

N

w

. Vanskelig indfering af HOTLINE™ opvarmningssaettet i vaeskevarmeren: Smor

O-ringene i stikforbindelsen. Se Afsnit 10 i brugervejledningen, der beskriver
proceduren.

Recirkulationsoplgsning siver ud ved stikforbindelsen: Skift O-ringene. Se Afsnit 10
i brugervejledningen, der beskriver proceduren.

Level 1 og HOTLINE er varemaerker tilherende ICU Medical, Inc. eller dets tilknyttede selskaber.
©2014, 2019, 2024 ICU Medical, Inc. eller dets tilknyttede selskaber. Alle rettigheder forbeholdes.
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Bruksanvisning

L-70 NI
HOTLINE™-vaeskevarmingssett

ADVARSEL: Disse anvisningene inneholder viktig informasjon om hvordan
produktet skal brukes pa en sikker mate. Les hele denne bruksanvisningen,
inkludert advarslene og forholdsreglene, for produktet brukes. Unnlatelse av
& folge advarsler, forholdsregler og anvisninger kan fore til ded eller alvorlig
skade pa pasienten.

D

lekkasjer i IV-banen og svekke integriteten til pasientens intravengse slange.
Dersom det brukes et engangssett hvor det er en lekkasje i den resirkulerende
lesningen/IV-banen, kan pasienten bli syk fordi HOTLINE™-varmerens
resirkulerende l@sning kommer i pasientens blodomlgp.
Skal ikke brukes med trykkanordninger som genererer over 300 mmHg. Trykk over
300 mmHg kan svekke integriteten til HOTLINE™-vaeskevarmingssettet.
Ikke bruk HOTLINE™-varmeren hvis det er tydelig tegn pa at utstyret eller
engangssettet ikke fungerer riktig.
Dette produktet inneholder DEHP. Data avledet fra dyre- og epidemiologiske studier
har pavist, uten begrensning, felgende risikoer: Negativ virkning pa fosterutvikling,
nyre- og levertoksisitet, negativ virkning pa fruktbarhet. Bruken av ftalatprodukter
ma vurderes spesielt noye for folgende pasientpopulasjoner: pediatripasienter og
gravide og ammende kvinner.
FORHOLDSREGLER
et kan oppsta funksjonsfeil, svikt eller skader p& anordningen dersom disse

forholdsreglene ikke falges:

Etter amerikansk lovgivning kan dette utstyret kun selges eller bestilles av en lege.
Medisinsk utstyr krever szerskilte materialegenskaper for & fungere etter hensikten.
Disse egenskapene er kun verifisert for engangsbruk. Eventuelle forsgk pa &
gjenprosessere utstyret for gjentatt bruk vil kunne ha negativ effekt pa utstyret
eller fore til at funksjonsevnen forringes.

o]
O

ppbevaring:
ppbevares pa et kjolig, tort sted. Skal ikke utsettes for ekstreme temperaturer.

Forberedelser:
Se illustrasjonen pa denne siden.
For & sette opp HOTLINE™-varmingssettet trenger du felgende:

« HOTLINE™-varmer

« Intravengs vaeske eller blod

« Intravengst administreringssett

- Forlengingssett (B), 20 cm, eller mindre lengde (valgfritt)

Bruksanvisning:

Se operatgrhandboken for HOTLINE™ blod- og vaeskevarmer for
fullstendige anvisninger.

Trinn 1 - Sette opp HOTLINE™-varmeren

1.

2.

3.

Kontroller at nivaet er over minimumsnivamerket pa reservoaret. Fyll pa
resirkulerende l@sning i reservoaret gjennom fyllingsporten hvis nedvendig.
Kontroller HOTLINE™-varmerens tilstand med en visuell inspeksjon fer den tas i
bruk. HOTLINE™-varmere som viser tegn pa fysisk skade, skal tas ut av drift.
Plugg HOTLINE™-varmeren i en beheorig jordet stikkontakt.

Trinn 2 - Sette opp HOTLINE™-vaeskevarmingssettet

1.

2.

3.

Eal

Fjern tilbakestromningspluggen (hvis aktuelt) fra holderen pa den heyre siden av
HOTLINE™-varmeren.

Plugg dobbeltslangekoblingen pd HOTLINE™-vaeskevarmingssettet (A) inn i
holderen.

Sl pa strembryteren.

« Det gronne drift-LED-lyset tennes pa displaypanelet.

« Temperaturdisplayet for den resirkulerende lasningen begynner a oke.

« Banen til den resirkulerende lgsningen til HOTLINE™-vaeskevarmingssettet
begynner a fylles automatisk.

Fjern endehetten og inspiser pasient-endestykket til HOTLINE™-
vaeskevarmingssettet for lekkasje for & bekrefte integriteten til den intravenegse
veeskebanen.

Trinn 3 - Koble til det intravengse administreringssettet

1.

2.

3.

Koble IV-vaesken og det intravengse administreringssettet til HOTLINE™-
vaeskevarmingssettet.

Fyll det intravengse administreringssettet, HOTLINE™-veaeskevarmingssettet og
pasientens forlengingssett (hvis aktuelt) helt opp.

Koble den distale enden av HOTLINE™-vaeskevarmingssettet til pasientens
intravengse tilgangssted uten & stenge inne luft.

Trinn 4 - Bruke HOTLINE™-varmeren

1.

2.

Temperaturdisplayet for den resirkulerende lgsningen vil na 37 °C fra
omgivelsestemperaturen etter ca. 4 minutter.

Juster IV-flythastigheten med klemmen pé det intravengse administreringssettet.
MERK: Det ma ikke oppsta knekk pa veeskevarmingssettet. Det ma ikke oppsta
hindringer for sirkuleringen av lgsningen gjennom slangen.

Tnnn 5 - Etter bruk

w

Sla av strembryteren.

Fjern HOTLINE™-vaeskevarmingssettet og sett inn tilbakestremningspluggen i
holderen.

Etter bruk, handter og avhend HOTLINE™-vaeskevarmingssettet som en potensiell
biologisk risiko.

MERK: HOTLINE™-vaeskevarmingssettet ma bortskaffes med stor forsiktighet og i
henhold til de lokale forskrifter for kontaminert medisinsk avfall.

Feilsgking:

1.

Alarmer: Visuelle (redt indikatorlys) og herbare (pulsert alarm).

ALARM SYMBOL | KONTROLLER F@LGENDE

Kontroller @
engangssett _I_I— pa riktig mate. Skyv dobbeltslangekoblingen ordentlig

Kontroller at HOTLINE™-vaeskevarmingssettet er installert

inn i holderen pé hoyre side av HOTLINE™-varmeren.

N

w

Det er vanskelig & sette HOTLINE™-vaeskevarmingssettet inn i varmeren: Smor
O-ringene i holderen. Se Avsnitt 10 i operaterhandboken for informasjon om
fremgangsmaten.

Resirkulerende lgsning lekker ved holderen: Skift ut O-ringene. Se Avsnitt 10 i
operatgrhandboken for informasjon om fremgangsmaten.

Level 1 og HOTLINE er varemerker som tilharer ICU Medical, Inc. eller tilknyttede selskaper.
©2014, 2019, 2024 ICU Medical, Inc. eller tilknyttede selskaper. Med enerett.
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Kayttoohjeet

L-70 NI
HOTLINE™ -nesteenlammityssetti

VAROITUS: Naissa ohjeissa on tarkeaa tietoa tuotteen turvallisesta kaytosta.
Lue nama kayttéohjeet kokonaan, my6s varoitukset ja varotoimet, ennen kuin
kaytat tata tuotetta. Jollei varoituksia, varotoimia ja muita ohjeita noudateta

tarkasti, seurauksena voi olla potilaan kuolema tai vakava vammautuminen.

Indikaatiot:
HOTLINE™-lammityssetti on kertakdyttdinen véline, joka on tarkoitettu veren ja
i.v-nesteiden lammittdmiseen ja niiden antamiseen potilaan laskimoon normaalissa

la
H

mpdtilassa painovoimaan perustuvassa virtauksessa.
UOM: HOTLINE™-nesteenlammityssettid on kaytettava HOTLINE™

-lammittimen kanssa.

Toimintaperiaate:
HOTLINE™-lammityssetti lammittdd veren tai i.v.-nesteen potilasletkussa kédyttden

la

mpétilaltaan kontrolloitua kiertavan liuoksen lammitysjarjestelmaa. Kiertava

liuos virtaa eri kanavissa, jotka ympargivét i.v.-nestevdylaa. Neste lammitetaan

L-7ONI
HOTLINE™ vatskevarmarset

VARNING ! Dessa instruktioner innehaller viktig information angaende saker
anvandning av produkten. Las hela bruksanvisningen, inklusive varningar och
forsiktighetsatgarder, innan du anvander denna produkt. Underlatenhet att pa
ratt satt folja varningar, forsiktighetsatgarder och instruktioner kan resultera i
dadsfall eller allvarlig patientskada.

O sistema de aquecimento HOTLINE™ emprega um sistema de aquecimento de
solugao recirculante em temperatura controlada para aquecer o sangue e os fluidos
intravenosos na linha do doente. A solugdo recirculante flti através de canais
separados que circundam a via intravenosa. O fluido é aquecido a temperaturas
normotérmicas em indices de fluxo de gravidade entre 50-5,000 ml/h.

CONTRA-INDICAGOES

Néo deve ser usado para aquecimento de plaquetas, crioprecipitados e suspensoes

de granuldcitos.
ADVERTENCIAS

Se estas adverténcias nao forem seguidas, poderéao ocorrer lesées graves no doente ou

mesmo a sua morte.

«  Leia e cumpra todas as instrugdes, rotulagem e documentos anexos fornecidos
com este aparelho médico. O ndo cumprimento das instrugées, incluindo todas as
adverténcias e precaugbes, podera conduzir a utilizagéo incorrecta do aparelho ou
asua avaria.

«  Osistema de aquecimento de fluidos HOTLINE™, da saida de gases L-10 e das
extensdes PC-8 e YC-8 sdo dispositivos para uma unica utilizacao e nao se
recomenda a reesterilizagéo.

« Nao utilize o sistema de aquecimento de fluidos HOTLINE™, L-10, PC-8 e YC-8 se as
tampas nao estiverem bem fixas, caso contrario, a via do fluxo LV. pode nao ficar
estéril.

« Na&o encha o reservatoério do aquecedor HOTLINE™ com um sistema de
aquecimento de fluidos HOTLINE™ instalado. Se ndo remover o sistema de
aquecimento de fluidos HOTLINE™ antes do procedimento de enchimento, pode
provocar o aprisionamento de ar no aquecedor HOTLINE™.

« Osangue e os derivados do sangue podem conter microrganismos patogénicos. O
ndo cumprimento dos procedimentos e normas da instituicdo relativos a materiais
perigosos do ponto de vista biolégico podera originar a exposicao a agentes
patogénicos nocivos.

« A preparacao, a purga e a utilizagao requerem uma técnica asséptica conforme as
directrizes e os procedimentos institucionais aplicaveis.

« Purgue a via da solugao recirculante antes de a ligar ao conjunto de extensao
intravenosa. Isto devera ser efectuado para confirmar que nao existe uma
interrupgdo entre a via da solugdo recirculante e a via intravenosa. Se sair fluido
pela extremidade do sistema de aquecimento de fluidos HOTLINE™ ligada ao
doente antes da ligagdo ao conjunto de administracdo intravenosa, remova e
substitua o sistema de aquecimento de fluidos HOTLINE™.

Indikationer:

HOTLINE™ vérmarset &r en engangsprodukt utformad for att varma blod och
intravendsa vétskor sa att dessa & normoterma vid tillforsel via patientens intravendsa
ingangsstalle under sjalvtryck.

OBS! HOTLINE™ vatskevarmarset far endast anvandas med HOTLINE™ varmare.

Driftsprinciper:

I HOTLINE™ varmarset utnyttjas ett uppvarmningssystem med cirkulerande 16sning
med kontrollerad temperatur som aktivt varmer upp blod eller intravends vétska i
patientslangen. Den cirkulerande |6sningen strommar genom separata kanaler vilka
omger den intravendsa vatskebanan. Véitskan varms upp till normoterm temperatur vid
ett flode under sjalvtryck pé 50 - 5 000 ml/timme.

KONTRAINDIKATIONER

Far ej anvandas for uppvarmning av trombocyter, kryoprecipitat eller
granulocytsuspensioner.

VARNINGAR

Patienten eller anvandaren kan avlida eller drabbas av allvarlig skada om dessa
varningar inte uppmarksammas.

Lés och folj alla anvisningar, etiketter och tillhérande dokument som medféljer
denna medicinska enhet. Underlatenhet att folja instruktionerna, inklusive alla
varningar och forsiktighetsatgarder, kan leda till felanvéndning av anordningen
eller till att den fungerar felaktigt.

HOTLINE™ vétskevarmarset, L-10, PC-8 och YC-8 dr engangsanordningar och inte
avsedda for resterilisering.

Anvand inte HOTLINE™ vatskevarmarset, L-10, PC-8 och YC-8 om locken inte ar
ordentligt fastsatta. Det kan annars handa att infusionsvatskebanan inte &r steril.
Behéllaren i HOTLINE™ vérmaren far inte fyllas pa med ett HOTLINE™
vétskevarmarset pa plats. Underlatenhet att avldagsna HOTLINE™ vatskevarmarset
fore pafyliningen kan leda till innesluten luft i HOTLINE™ varmaren.

Blod och blodprodukter kan innehalla patogener. Underlatenhet att folja
institutionens regler och rutiner for biomedicinskt riskavfall kan leda till
exponering for skadliga patogener.

Montering, fylining och anvéndning kraver aseptisk teknik enligt géllande
sjukhusrutiner och -férfaranden.

Avldgsna luften i den cirkulerande |6sningens bana innan den kopplas till det
intravendsa forlangningssetet. Detta ar for att sékerstalla att det inte &r nagot

Indikationer:

HOTLINE™ vaeskeopvarmningssaettet er beregnet til at opvarme blod og intravengse
vaesker og tilfere dem til patientens intravengse adgangssted ved normale
kropstemperaturer under tyngdekraftsflowforhold.

BEMARK: HOTLINE™ vaeskeopvarmningssaettet ma kun anvendes med

HOTLINE™ vaeskevarmeren.

Driftsprincipper:

HOTLINE™ vaeskeopvarmningsseettet anvender et temperaturkontrolleret
opvarmningssystem med recirkulationsopl@sning til at opvarme blod eller intravengs
vaeske aktivt i patientslangen. Recirkulationsopl@sningen strammer gennem
separate kanaler, der omslutter den intravenese vej. Vaesken opvarmes til normale
kropstemperaturer ved tyngdekraftsflowhastigheder pa 50-5000 ml/t.

KONTRAINDIKATIONER

Ikke til brug til opvarmning af trombocytter, kryopraecipitater eller
granulocytsuspensioner.

ADVARSLER

Huvis ikke disse advarsler falges, kan det resultere i dod eller alvorlig kveestelse for
patient eller bruger.

Laes og folg alle instruktioner, maerkning og dokumenter, der fglger med dette
medicinske udstyr. Manglende efterfalgelse af instruktioner, herunder alle
advarsler og forholdsregler, kan medfere forkert brug af apparatet, eller at
apparatet fejlfungerer.

HOTLINE™ veeskeopvarmningsseettet, L-10, PC-8 og YC-8 er engangsapparater, og
de er ikke beregnet til resterilisering.

Brug ikke HOTLINE™ vaeskeopvarmningssaettet, L-10, PC-8 og YC-8, hvis heetterne
ikke sidder forsvarligt. Ellers vil den intravengse vaeskevej muligvis ikke veere steril.
Fyld ikke HOTLINE™ vaeskevarmerens reservoir, hvis et HOTLINE™
vaeskeopvarmningssat er monteret. Hvis HOTLINE™ vaeskeopvarmningssaettet
ikke fiernes inden pafyldningsproceduren, kan det resultere i indfanget luft i
HOTLINE™ vaeskevarmeren.

Blod og blodprodukter kan indeholde patogene organismer. Manglende
efterfalgelse af institutionens politik og praksis for biologisk farlige materialer kan
fore til eksponering for skadelige patogener.

Montering, priming og brug kreever aseptisk teknik ifglge gaeldende praksis og
procedurer i institutionen.

Prim recirkulationsopl@sningspassagen, inden den tilsluttes det intravengse
forlaengersaet. Dette geres for at sikre, at der ikke er noget brud mellem
recirkulationsoplgsningpassagen og IV-passagen. Hvis der kommer vaeske

ud af patientenden pa HOTLINE™ vaeskeopvarmningssaettet, inden det

tilsluttes det intravengse administrationsseet, flernes og udskiftes HOTLINE™
vaeskeopvarmningssaettet.

Fjern al luft fra HOTLINE™ veeskeopvarmningssaettet, L-10, PC-8 og YC-8, inden
patienttilslutningen foretages. Hvis dette ikke overholdes, kan det resultere i, at
luft indgives i patienten.

Indikasjoner:

HOTLINE™-varmingssett er en anordning for engangsbruk som er laget for & varme
blod og intravengse vaesker, og tilfere dem til pasientens intravengse tilgangssted ved
normotermiske temperaturer under tyngdeforhold.

MERK: HOTLINE™-vaeskevarmingssettet ma kun brukes med HOTLINE™ -varmeren .

Driftsprinsipp:
HOTLINE™-varmingssettet benytter et temperaturstyrt varmesystem for den

resirkulerende lgsningen til & varme opp blod eller intravengse vaesker aktivt i
pasientslangen. Den resirkulerende l@sningen gér gjennom adskilte kanaler som omgir
den intravengse vaeskebanen. Vaesken varmes opp til normotermiske temperaturer ved
tyngde-flythastigheter fra 50-5000 ml/h.

KONTRAINDIKASJONER

Skal ikke brukes til & varme blodplater, kryopresipitater eller granulocytt-suspensjoner.

ADVARSLER

Pasienten eller brukeren kan dg eller bli alvorlig skadet dersom det ikke blir tatt
hensyn til disse advarslene.

Les og folg alle instrukser, etiketter/merker og vedlagte dokumenter som
medfelger denne medisinske anordningen. Dersom anvisningene, innbefattet alle
advarsler og forholdsregler ikke folges, kan dette fore til at anordningen blir brukt
pa feil mate eller funksjonsfeil.

HOTLINE™-vaeskevarmingssettet, L-10, PC-8 og YC-8 er anordninger for
engangsbruk og skal ikke resteriliseres.

Ikke bruk HOTLINE™-vaeskevarmingssettet, L-10, PC-8 og YC-8 hvis hettene ikke
sitter forsvarlig pa plass, ellers kan det hende at IV-banen ikke er steril.

Fyll ikke HOTLINE™-varmerens reservoar med et HOTLINE™-vaeskevarmingssett
installert. Dersom HOTLINE™-vaeskevarmingssettet ikke fiernes for pafylling, kan
det fore til at det dannes en luftlomme i HOTLINE™-varmeren.

Blod og blodprodukter kan inneholde patogene organismer. Dersom
institusjonens regler og rutiner for biomedisinsk farlig materiale ikke folges, kan
dette fore til eksponering av skadelige patogener.

Installasjon, fylling og bruk krever aseptisk teknikk i henhold til helseinstitusjonens
gjeldende rutiner og prosedyrer.

Fyll banen til den resirkulerende lesningen for den kobles til det intravengse
forlengingssettet. Dette gjores for a bekrefte at det ikke er lekkasje mellom den
resirkulerende lasningens bane og den intravengse banen. Hvis det kommer
vaeske ut av pasient-endestykket til HOTLINE™-vaeskevarmingssett for det kobles
til den intravengse administreringssettet, ma HOTLINE™-vaeskevarmingssettet
fiernes og erstattes.

Fjern all luften fra HOTLINE™-vaeskevarmingssettet, L-10, PC-8 og YC-8 for
tilkobling til pasienten. Dersom dette ikke gjores, kan det fore til at det blir tilfort
luftinn i pasienten.

For & redusere risikoen for at gassbobler skal komme inn i pasientens vaskulatur,
kan man bruke en L-10 gassventil sammen med HOTLINE™ vaeskevarmingssett.
Ikke stikk i HOTLINE™-vaeskevarmingssettet med naler, da dette kan fore til

normaalildmpétilaan painovoimaan perustuvilla virtausnopeuksilla 50-5 000 mi/h.

VASTA-AIHEET

Ei saa kayttaa trombosyyttien, kryopresipitaattien tai granulosyyttisuspensioiden

lammittdmiseen.

VAROITUKSET

Jos néitd varoituksia ei noudateta, seurauksena voi olla potilaan tai kdyttajan kuolema

tai vakava vammautuminen.

« Lue kaikki ohjeet, pakkausmerkinnét ja laitteen mukana toimitetut julkaisut
ja noudata niiden ohjeita. Jos nditd ohjeita, varoituksia ja huomautuksia ei
noudateta, seurauksena voi olla laitteen vaara kaytto tai toimintahairio.

«  HOTLINE™-nesteenlammityssetti, L-10, PC-8 ja YC-8 ovat kertakayttoisia valineitd,
eika niita ole tarkoitettu steriloitavaksi uudelleen.

«  HOTLINE™-nesteenlammityssettid, L-10:td, PC-8:aa ja YC-8:aa ei saa kdyttaa, jos
suojukset eivat ole tiukasti paikoillaan, silld muuten i.v.-nestevdyla ei ehka ole
steriili.

«  HOTLINE™-Iammittimen sailiota ei saa tayttad HOTLINE™-nesteenlammityssetin
ollessa paikallaan. Jos HOTLINE™-nesteenlammityssettid ei irroteta ennen tayttod,
HOTLINE™-lammittimeen voi jaada ilmaa.

« Verija verituotteet voivat sisdltda patogeenejd. Jos tartuntavaarallisia aineita
koskevia laitoksen ohjeita ja menettelytapoja ei noudateta, seurauksena voi olla
altistuminen vahingollisille patogeeneille.

« Laitteen toimintakuntoon saattaminen, ilmaus ja kdytto vaativat aseptista
tekniikkaa, ja on otettava huomioon laitoksen maardykset ja toimintatavat.

« llmaa kiertdvan liuoksen vayla ennen laskimonsisaiseen jatkosarjaan liittamista.
Talld varmistetaan, etta kiertavan liuoksen vaylan ja laskimonsisaisen reitin
vélillé ei ole vuotoa. Jos HOTLINE™-nesteenlammityssetin potilaan puoleisesta
pédsta tulee nestettd ennen i.v.-letkuun liittamista, irrota ja vaihda HOTLINE™-
nesteenldmmityssetti.

«  Poista kaikki ilma HOTLINE™-nesteenlammityssetistd, L-10:std, PC-8:sta ja YC-8:sta
ennen potilaaseen kytkemista. Ellei niin tehdd, potilaaseen voi paasta ilmaa.

« Hitaasti vapautuvien mikrokuplien riskia paasta potilaan verisuonistoon
voidaan vahentaa kdyttamalla L-10-kaasuventtiilid yhdessa HOTLINE™-
nesteenldmmityssarjan kanssa.

«  HOTLINE™-nesteenlammityssettid ei saa pistaa neuloilla, koska tdma aiheuttaa
vuodon i.v.-vdylaan ja vaarantaa i.v.-potilasletkun eheyden. Jos kertakayttosettia
kéytetadn vuotavan kiertavan liuoksen vaylan/i.v.-véylan kanssa, potilas voi
sairastua, koska HOTLINE™-lammittimen kiertdvaa liuosta paasee potilaan
verenkiertoon.

« Eisaa kayttad yli 300 mmHg:n painetta tuottavien painelaitteiden kanssa. Yli
300 mmHg:n paine voi aiheuttaa hairion HOTLINE™- nesteenldmmityssetissa.

«  HOTLINE™-lammitinta ei saa kdyttaa, jos laitteiston tai kertakayttosetin
toiminnassa ilmenee hairié.

« Tama tuote sisaltad DEHP:ta — eldinkokeista ja epidemiologisista tutkimuksista
saaduissa tiedoissa kuvataan esimerkiksi seuraavia mahdollisia riskeja: haitalliset
vaikutukset sikion kehitykseen, myrkyllisyys munuaisille ja maksalle, negatiivinen

vaikutus hedelmallisyyteen. Ftalaattituotteiden kdyttoon on kiinnitettava
erityishuomiota seuraavissa potilaspopulaatioissa: lapset sekd raskaana olevat ja
imettavat naiset.
HUOMAUTUKSET
Seurauksena voi olla toimintahéirio, vika tai laitteen vaurioituminen, ellei naita
huomautuksia noudateta.
« Yhdysvaltain lain mukaan taman valineen saa myyda vain laakari tai
ladkarin maarayksesta.
« Laakinnalliset tarvikkeet vaativat materiaalin erityisominaisuuksia toimiakseen

halutulla tavalla. Néma ominaisuudet on vahvistettu vain yhtd kayttokertaa varten.

Yritykset kdsitella tarvike uudelleenkéyttéd varten voi vaurioittaa tarviketta tai
johtaa toiminnon huonontumiseen.

Sailytys:
Sailytettava viiledssa ja kuivassa paikassa. Ei saa altistaa aarilampoétiloille.
Valmistelu:
Katso talla sivulla olevaa kuvaa.
HOTLINE™ -lammityssetin kdyttoonottoon tarvitaan seuraavat:
« HOTLINE™-lammitin
« laskimonsisdinen neste tai veri
« laskimonsisdinen antosetti
- jatkosetti (B), 20 cm tai lyhyempi (valinnainen)

Kéyttoohjeet:

Katso taydellisia ohjeita HOTLINE™ -veren- ja -nesteenlammittimen kayttdoppaasta.

Vaihe 1 - HOTLINE"‘—Iammlmmen kdyttoonotto

1. Tarkista, ettd taso on vahimmaismaaran merkin yldpuolella. Lisaéa
tarvittaessa kiertavaa liuosta sailioon tayttdaukosta.

2. Tarkista HOTLINE™-lammittimen kunto silmamaaraisesti ennen kayttoa. Poista
HOTLINE™-lammitin kdytostd, jos siind on materiaalivaurioita.

3. Kytke HOTLINE™-Iammitin oikein maadoitettuun pistorasiaan.

Vaihe 2 - HOTLINE™-nesteenlammityssetin kdyttoonotto

1. Irrota takaisinvirtaustulppa (jos kaytossa) istukasta, joka on HOTLINE™-
lammittimen oikealla sivulla.

2. Kytke HOTLINE™-nesteenlammityssetissé oleva kaksoisletkuliitin (A) istukkaan.

3. Kaanna virtakytkin paalle.
« Nayttopaneelin vihred Kaytto-merkkivalo syttyy.
« Kiertavan liuoksen lampatilan néyttdlukema alkaa kohota.
+ HOTLINE™-nesteenldammityssetin kiertavan liuoksen vaylan ilmaus alkaa
automaattisesti.

4. Irrota paatysuojus ja tarkasta, ettei HOTLINE™-nesteenlammityssetin potilaan
puoleisessa padssa ole vuotoja, jotta olisit varma i.v.-nestevdylan eheydesta.

Vaihe 3 - Lv.-antosetin liittdminen

1. Liitd i.v.-neste ja i.v.-antosetti HOTLINE™-nesteenldmmityssettiin.

2. llmaa i.v.-antosetti, HOTLINE™-nesteenlammityssetti ja potilaan jatkosetti (jos
kaytossa) kokonaan.

3. Liitd HOTLINE™-nesteenlammityssetin distaalipaa potilaan laskimon
sisaanvientikohtaan. Settiin ei saa jaada ilmaa.

Vaihe 4 - HOTLINE™-lammittimen kaytto

1. Kiertdvan liuoksen lampétilandyton lukema kohoaa huoneen lampétilasta 37 °C:
een noin 4 minuutissa.

2. Saada i.v.-nesteen virtausnopeutta i.v.-setin puristimen avulla.
HUOM: Nesteenldmmityssettiin ei saa tulla tiukkoja mutkia. Liuoksen virtaamista
letkuissa ei saa rajoittaa.

Vaihe 5 - Kdyton jalkeen

1. Kytke virta pois virtakytkimella.

2. Irrota HOTLINE™-nesteenlammityssetti, ja pane takaisinvirtaustulppa istukkaan.

3. Kayton jalkeen HOTLINE™-nesteenldmmityssetti on kasiteltava ja hdvitettava
tartuntavaarallisena.
HUOM: HOTLINE™-nesteenldmmityssetti on vietava jatehuoltoon suurta
huolellisuutta ja kontaminoituneen ldakintajatteen havittamista koskevia
paikallisia maarayksia noudattaen.

¥
1. Halytykset: Visuaalinen (punainen valo) ja kuuluva (pulssihalytys).

HALYTYS SYMBOLI | TARKASTA SEURAAVAT SEIKAT

Tarkasta Varmista, ettd HOTLINE™-nesteenlammityssetti on
kertakdyttosetit —&I— asennettu oikein. Tyonna kaksoisletkuliitin tiukasti

HOTLINE™ -lammittimen oikealla puolella olevaan
istukkaan.

2. HOTLINE™-lammityssetti vaikea asettaa lammittimeen: Voitele istukan O-renkaat.

Katso ohjeita kdyttéoppaan luvusta 10.

3. Kiertdvaa liuosta vuotaa istukasta: Vaihda O-renkaat. Katso ohjeita kayttdoppaan

luvusta 10.

Level 1 ja HOTLINE ovat ICU Medical, Inc. -yhtion tai sen tytdryhtioiden tavaramerkkejd.
©2014, 2019, 2024 ICU Medical, Inc. tai sen tytdryhtiot. Kaikki oikeudet piddtetddn.

) EAAHNIKA

L-70NI
YTet Oéppavong vypwv HOTLINE™

aKk6AouBoug KIvEUVoUG: AVEMBUUNTEG EMSPACELC TNV EUPPUIKN avamtuén,
VEPPIKI) KAl NTATIKY TOSIKOTNTA, APVNTIKEG EMITTWOELG 0T yovipoTnTa. Idtaitepn
TIPOCOXN OO0V APOPA TNV EYAPHOY TTPOTOVTWV TIOU TIEPIEXOUV QBANIKEG EVWOELS
anatte{tat yia Toug akdohouBoug mMinBuopolg acBeviv: Taidid, EYKUEG Kal
OnAalouoeg yuvaikeg.

AHAQZEIZ MPOZOXHX

Evééxetal va mpokAnBei Suohertoupyia, actoyia 1y {npid TG CUOKELNC edv Sev
NPNBoLV AUTEC Ol SNAWGELC TTPOGOXNAG:

H opoomovdiakr vopobeaia (twv H.M.A.) meptopilel TRV mWANON autrig TN
GUOKEUNG HOVOV amd 1atpd 1) KATom eVTOARG latpou.

Ta 1aTPOTEXVOAOYIKA TIPOIOVTA AMAITOUV GUYKEKPIHEVA XOPAKTNPIOTIKA UKWV

yia va éxouv Tnv poPAendpevn anodoon. Ta XapaKTNPIoTIKAE auTd £X0uV
€MaANBeVTE yla pia HOvVo xprion. OToIadHTIOTE amoTEIPa EMAVEMEEEPYATIag TOU
OpYAvoU yla EMAKONOUBN EMAVAXPNOILOTIOINGN UMOPEL Va ETNPEACEL APVNTIKA TV
OKEPAIOTNTA TOU OPYAVOU 1) va 08nyroeL o€ urofabpion Tng anddoong.

®UAagn:
Duldooete oe Spooepod kat ENPo Xxwpo. Mnv ekBETeTe o€ akpaieg TINEG Beppokpaaciac.

Mpostopacia:
Avatpé€Te 0TO OXrHa TOV UTTAPKEL OE auTr TN oeAida.
la va eykataoTioeTe 1o o€t Oéppavong HOTLINE™ Ba xpelaoteite Ta akoouvba:

« Ogppavtrpag HOTLINE™

+ EvSo@AEBIo uypo 1 aipa

« XeT evBOPAEBLag xopriynong

« ZeT poéktaong, (B), 20 cm 1) LIKPOTEPOU PUAKOUG (TPOIPETIKO)

Odnyiec xprionc:

la oAokANpwpEVES 08NYiES, avaTpéETe 0TO eYXEIPISIO XEIPIOUOU Tou Beppavtripa
aipatog kat vypwv HOTLINE™.

Bnua 1 - Eykataotaon tov Osppavtripa HOTLINE™

3.

ENéyETe v n 0TABUN gival mavw amo Tn ofpavon EAAxIoTng oTadung ot
Se€apevny. MpooBéote avakukho@opolv Stdhupa otn Se§apevr) péow tne Bupag
mApWoNG €4v amartitat.

ENéyxete Tnv katdotaon tou Beppavtripa HOTLINE™ pe omrtikn embewpnon mpv
amé ™ xprion. AmooLpETe amd T Xprion onotovdnmote Beppavtripa HOTLINE™
oV ep@avilel UOIKR {nuId.

TuvdéoTe o PIg Tou Beppavtripa HOTLINE™ o€ katdAAnha yelwpiévn mpila pevpatog.

Bnpu 2 - Eykatdotaon Tou o€t Oéppavong vypwv HOTLINE™

. Agaipéote To Buopa maAivdpounong (edv umdapyel) amod tnv urmodoxr otn Sedia

TA&Upd Tou Beppavtripa HOTLINE™,

. Tuvdéate To oUVeso Sidupou cwArva Tou ot Béppavong vypwv HOTLINE™ (A)

otnv unodoxn.

. Avoi&Te To S1aKOTTN PEVHATOG.

« H mpdoivn evdeiktikr Auxvia LED Aertoupyiag otov mivaka eveifewv avapel.
« H évde1&n ¢ Beppokpaciag avakukAopopouvTog Stahupatog Ba apyioel va
auvéavetal.

+ H 0806¢ Tou avakukAo@opoUvVTog SIGAUHATOG OTO GET BEPUAVONG UYPWV
HOTLINE™ Ba e€agpwBei autopata.

. AQQIPEDTE TO MWHA AKPOU Kal EMOEWPHOTE TO AKPO AoBEVOUC TOU OET

B¢ppavong vypwv HOTLINE™ yia Tuxdv S1appogc, £T01 WOTE va emPBERAOETE TNV
aKEPAIOTNTA TNG EVOOPAEPIAG 050U,

Bnua 3 - Z0vdeon Tou oeT eviopA£Biag xopriynong

. Zuvdéote 1o ED uypo kai To 0T evSopAEBIAC Xopriynong oTo O€T Béppavong

vypwv HOTLINE™.
E€agpwoTe MApwG To OET eVEOPAEPIag Xopriynonge, To O€T B€puavong uypwy
HOTLINE™ Kal To O€T mpoéKTaong aoBevoug (edv xpnotpomoleitar).

. TUVO£OTE TO TIEPIPEPIKO AKPO TOU OET Béppavong uypwv HOTLINE™ otn Béon

evSopAEBIag mpooméNacng Tou acBevoug, xwpic mayidevon aépa.

Brjna 4 - Xprion tou Bgppavtipa HOTLINE™

1.

2.

H évdei€n tne Beppokpaaiag Tou avakukAogopolvtog StaAvpatog Ba @Bdoel, and
™ Beppokpacia mepIBANovTog, oToug 37 °C o€ 4 Tepimou AemTd.

PuBpiote 1o pubud ED porig e Xprion Tou OQLYKTHPa OTO OET eVEOPAEBIAC Xopriynonc.
THMEIQXH: Mn otpePAWVETE TO OET BEpUavong uypwv. Mnv mieplopilete Tnv
KUKAO@Opia Tou SIaAUHATOG HECW TNG CWARVWONG.

Bnua 5 - Metd amé t xprion
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3.

Kh\eioTe To Slakomtn pevpatog.

Agpaipéote 1o 0T Béppavong vypwv HOTLINE™ kat eloaydyete To Buoua
maAivdpdunong otnv umodox.

META ™ XPrion, 0 XEIPIOHOG Kal n amdppidn Tou oeT Béppavong vypwv HOTLINE™
TIPEMEL VA yiveTal WG o€ SuvnTIKO BIOAOYIKO KivEuvo.

THMEIQZH: To oet B¢ppavong uypwv HOTLINE™ mpénel va amocUpeTal pe
A0QAAr TPOTIO CUHPWVA PE TIC TOTIKEG KATELBLVTHPIEG 08NYiES yia TV andppiyn
HOAUOUEVWY LATPIKWY ATTOBARTWV.

Avtipetwmon npoBAnpaTwv:

1.

Tuvayeppoi: OTTIKOG (KOKKIVN EVOEIKTIKE Auyvia) Kat NXNTIKOG (MAOAUIKOG GuVayEPHOC).

Od8nyieg xpriong

MPOEIAOMOIHZH: Ot 08nyieg auTég MEPIEXOUV ONUAVTIKEG TANPOPOPIES yia

TNV acPalr} Xprion Tou PoiovToC. AlaBdcTte OAGKANPO TO TIEPIEXOUEVO AUTWV
TWV 08NYIWV XPoNG, CUHTTEPIANAMBAVOUEVWV TWV TIPOEISOTIOIGEWY KAl TWV
SnAwogwv MPOGOXNG, PV Amd TN XProN Tou TPoidvToc. Eav Sev akohoubrioete
CWOTA TIG TIPOEISOMOINTELG, TIC SNAWGEIG TPOTOXNG Kal TiG 0dnyieg, Ba RTav
Suvatd va mpokAnBei Bavatog i GoPapdg TPAVHATIONOG OTOV AGOEV.

Evéceiaig:

To oet B¢ppavong uypwv HOTLINE™ gival pia GUOKEUT| i XPriong, TTou €XEl OXESIQOTE
yla T O£ppavon aipatog kat eVEoPAEBIwY UYPWV Kal TN XOPrynor| Toug og evEoPAERIa
Béon mpooméhaong acBevwy, og VOPHOOEPUIKES BEPUOKPATIES, UTTO GUVONKEG PONG ME

™ BorBeia ¢ Paputntac.
THMEIQXH: To oet O¢ppavong HOTLINE™ mpémel va xpnotgomoleital Hovo He To
Beppavtripa HOTLINE™.

ApXEc AerToupyiag:

To oet B¢ppavong HOTLINE™ xpnotpomolei éva oUoTnpa B€puavong pe
AvOKUKAO@popoUV Stahupa eEAeyxdpevng Beppokpaciag yia Tnv evepyd Béppavon
aipatog 1) evOoPAEBIwy LYPWVY 0TN Ypappr acBevouc. To avakukAo@opolv StaAupa
péel péoa amod SlapopeTikA kavahia ta omoia mepIBaANouv TV evBopAERia 066. To

UypO Beppaivetal o€ voppoBepIKEG BeppoKpaaieS e pUBHOUG por| He TN BorBeia TG

Baputntag petagd 50-5000 ml/wpa.

ANTENAEIZEIZ
Aev mpoopiletal yla xprion otn Béppavon alpometaliny, Kpuoilnpatwy
EVAIWPNUATWY KOKKIOKUTTAPWV.
MPOEIAOMOIHZEIZ
Edv ev akONOUBNOETE TIC TTPOEISOMOINTELG AUTEG, EVOEKETal va oupBel Bdvatog 1y
00BapdG TPALPATIONOE Tou acBevolq 1) Tou XproTn.

«  AlaPBaoTe kat akoAouBroTE ONEG TIC 0ONYIEC, TNV EMOTHAVON KAl TA GUVOSEUTIKA

£yypaQa TTOU TTAPEXOVTAL ME AUTH TNV LATPIKT CUOKELN. Edv Sev akolouBrioete
TG 08nyieg, oupmepNapBavopévwy OAWV TTPOEISOTTOINCEWY Kal TwV SNAWCEWV
TIPOCOoXNG, aUTS Ba uMopovoE va odnyroel o€ Ec@alpévn Xprion r Suchertoupyia
TNG CUOKEUNG.

To oet B¢ppavong uypwv HOTLINE™, n e€aépwon agpiwv L-10, ot mpoektdoeig PC-8
kat YC-8 gival cUOKEVEG piag xpriong Kat Sev mpoopilovTal yia EmavanooTeipwon.
Mn xpnotpormolgite To oeT Béppavong vypwv HOTLINE™, tnv e€aépwon agpiwv
L-10, Ti¢ mpoektdoelg PC-8 kat YC-8 edv Ta mwpata Sev eivatl acpaNiopéva otn Béon
TOUG, S1a@opeTikA n ED 086G porig evOEXeTal va PNV gival AmOGTEIPWHEVN.

Mn yepilete T Se€apievr Tou Bgppavtripa HOTLINE™ otnv omoia éxel TomoBetnBei
oeT Béppavong uypwv HOTLINE™. Edv Sev agaipéoeTe To 0T Béppavong

vypwv HOTLINE™ mpwv amé t Stadikacio mAijpwong, autd evaéxeTal va £xel we
anotéAeopa mayidevon aépa péoa oto Beppavtripa HOTLINE™.

To aipa Kat Ta mpoidvTa aipatog Ba rjrav Suvato va mepiéxouv maboydvoug
HIKpoOopyaviopoue. Edv Sev akohouBrioeTe TNV MONITIKA Kat Ti¢ Stadikacieg Tou
18pUHATOG yia Brodoyikd emikivéuva LAIKG, autd Ba ftav Suvatd va odnynoel oe
£kBeon oe empBAapn maboyova.

H eykatdaotaon, n e€aépwaon kat n Xprion anaitodv AonTTn TEXVIKN CUPQWVA HE
TIG LOXVOUOEG TTOMTIKEG Kat SladIKkasieg Tou 18pUHATOC.

ExteléoTe e€aépwon TG 080U avaKUKAOQOPOUVTOG SIAAUATOC TPV ammd Tn
oUVSEON 0TO OET eVOOPAERIAG TTPOEKTAONG. AUTO Yivetal yia va empBeBaiwbei ot
Sev unapyet Slappnén HETagy TNG 0800 TOU AVAKUKAO(POPOUVTOG SIANUHATOG

Kat TNG evoPAEBLag odou. Eav e€€pyetat uypd amd To Akpo Tou acBevoug Tou

oeT Béppavong uypwv HOTLINE™ mptv amo tn cUvSeon 0To €T evEoQAEPLag
XOPHyNone, apaip£oTe KAl avTIKATAOTHOTE TO OET Béppavong uypwv HOTLINE™.
AgaipéoTe GAov Tov aépa armo To o€t Béppavong uypwv HOTLINE™, Tnv e§aépwon
aepiwv L-10, Ti¢ mpoektdoelg PC-8 kat YC-8 Tpotol Ta cuvSEceTe oTov aoBevr. S&
avTiBetn mepimtwon, evdéxetat va mpokAnBe( eloaywyr| aépa otov aobevi.

Ma peiwon Tou KIvdUVou elcaywyng UV E€a€Pwang oTo ayyEIOKO cUOTNHA
Tou aoBevouc, pumopei va xpnotpomnotndei pia e§aépwon agpiwv L-10 pe To oeT
Béppavong vypwv HOTLINE™.

Mnv tpumdre To oeT B¢ppavong uypwv HOTLINE™ pe Behdveg, Si10Tt autod

Ba mpokaléoel Siappnén tng ED 0500 kat Ba StakuPeloel TNV akepadTnTa

™G evEoPAEPIag ypappric acBevolg. EGv xpnaotpomoleital avaAwotpo

OET e 086 avakukAo@opouvTog StaAupaToc/evEo@AEéBLag oS0l mou Exel
Siappayei, Tote evdéxetal va mpokAnBei vooog otov acBevii Adyw €10650u Tou
AvaKUKAO@QOopoUvTOoG Stahupatog Tou Beppavtripa HOTLINE™ otnv kukhogopia
aipatog Tou aoBevoug.

Aev mpoopieTal yla Xprion PE OUOKEVEG THEONG TTOU SNUIOUPYOULV THECEIG TIAVW
amd 300 mmHg. Migon peyautepn amd 300 mmHg evdéxetat va StakuBevoel Ty
AKEPAIOTNTA TOU O€T Béppavong vypwv HOTLINE™.

Edv givat pgpavrc n SucAeroupyia Tou €E0MAICHOU 1y TOU AVAAWGCIHOU CET, Hn
xpnotporoleite To Oeppavtripa HOTLINE™.

AUTO TO TIPOIOV TIEPIEKEL DEHP — SeSopéva mou mpoépyovTal amd HENETEG OE

(wa Kat EMSNUONOYIKEG MENETEC EMONPAVOLY, AANG O1 TIEPIOPIOTIKA, TOUG

TYNATEPMOX |XYMBOAO | EAEF=TE TA AKOAOYOA

‘ENeyxoc EmPBePaiwote 611 T0 OET Bépavong vypwv

avaAwoipwv —l_r HOTLINE™ givat owoTtd eykateotnpévo. QBHoTe To
oUvdeopo Sidupou cwAriva otaBepd otnv uodoxn
mou Bpioketal on Se€1d mMieupd Tou Beppavtripa
HOTLINE™.

2. AVokoln siocaywyn Tou oet Béppavong HOTLINE™ oto Bgppavtripa: Aimdvete

TOUG OTEYAVWTIKOUG SAKTUAOUG oTnv urodoxr. Avatpé€te otny evdtnta 10 Tou
eyxelp1diou xeptopou yia tn Sadikaoia.

. Yndpyxel Stappori avakukAo@opolvTtog StaAlpatog oTny umodoxi:

AVTIKATAOTHOTE TOUG OTEYAVWTIKOUG SAKTUAIOUG. Avatpé€te otnv evotnta 10 Tou
£YXEIPISioU XeIpIopoU yia T Sadikacia.

To Level 1, kat To HOTLINE eivat eumopikad orjparta tng ICU Medical, Inc. rj twv Guyatpikwv tnge.
©2014, 2019, 2024 ICU Medical, Inc. rj Twv Guyatpikwv tne. OAa ta dikatwpara Statnpoulvrat.




