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1. INTRODUCTION - WELCOME TO AIRGLOVE AIR WARMING SYSTEM
Model Number: GB002
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LED display for time counter. 10. Bracket to attach to IV pole.
LED display for heat setting (1, 2 or 3) 11. On/Off switch.

Timer button automatically set for 3 mins.  12. Plug/adaptor cable insertion.
Power indicator green light.

Temperature setting button

Start/Stop/Alert button.

Slide glove over “Lugs” for tight fitting.

Airglove vent (Only glove to cover).

Fingertips rest on nozzle when in glove.
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1.1 Description of the Airglove Air Warming System

Airglove air warming system for venous access, is a forced warm air
electrical medical device used to raise fragile or hidden veins by warming the
local area, prior to cannulation. The Airglove air warming system forces
controlled blown warm air through the middle section of a double-walled
specialised clear shaped low density polyethylene (LDPE) glove.

The specialised glove (Image 1) shows the ‘V’ shaped weld which is a tight fit
slide over the “lugs” to secure a join to the warm air blower nozzle,

(Image 2) the patient’s hand/arm is placed inside the low density polyethylene
glove in a straight position up to the elbow, to allow the glove with the warm air
to expand into the pillow shape. The inner wall of the specialised low density
polyethylene glove is arranged (when fitted to the patient) to prevent the hand
extension being too close to the air outlet. A single end slit perforation on the
arm entry side (Image 3) of the specialised glove allows the forced warm air
to escape outwardly and away from the patient. The inner and outer walls of
the glove are transparent allowing the patients hand/arm up to the elbow to be
viewed by the Healthcare Professional.

The double walled low density polyethylene glove can be used on either the left
or right arm with the patient’s arm in a straight position, this prevents any
creases in the glove for effective airflow.

Position so the perforation slit blows the warm air outwardly away from the
patient. (Image 3). The specialised double walled low density polyethylene
(LDPE) glove is a single use item, minimising the risk of any possible cross
infection between patients, and should be disposed of correctly in-line with local
protocol, after the single use.
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Image 1

shows double walled low density
polyethylene (LDPE) glove ‘V’ shaped weld
which slides on with a tight fit over the
“Lugs” (left lug then right lug).

Image 2

shows fingertips resting on Airglove nozzle
inside double walled low density
polyethylene (LDPE) glove.

Image 3

shows slit perforation at edge of double
walled low density polyethylene (LDPE)
glove which allows the warm air to escape
outwardly away from the patient.
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1.2 Contents

walled low density
polyethylene gloves

provided within
GL5015 box- Small

Product ltem . Provided with
Code Description Quantity initial supply
GB002-UK | Airglove Unit 1 Unit Yes for UK
GB002-US | Airglove Unit 1 Unit Yes for US
GB002-EU | Airglove Unit 1 Unit Yes for EU
GB002-IN | Airglove Unit 1 Unit Yes for IN
GB002-AU | Airglove Unit 1 Unit Yes for AU
GB002-JP | Airglove Unit 1 Unit Yes for JP
GL501 Single-use double | 10 boxes x 50

walled low density | gloves - Medium No

polyethylene gloves
GL502 Single-use double | 1 box x 50 gloves No

walled low density | provided within

polyethylene gloves | GL501 box- Medium
GL5013 Single-use double 10 boxes x 50 No

walled low density | gloves - Large

polyethylene gloves
GL5014 Single-use double | 1 box x 50 gloves No

walled low density | provided within

polyethylene gloves | GL5013 box- Large
GL5015 Single-use double 10 boxes x 50 No

walled low density | gloves - Small

polyethylene gloves
GL5016 Single-use double | 1box x 50 gloves No
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EL501 Power cable with | 1 x 3m cable & plug | Yes (for UK)
plug (UK) for country sold

EL502 Power cable with 1 x 3m cable & plug | Yes (for EU
Plug 2 (EU) for country sold ( )

EL503 Power cable with 1x 3m cable & plug | Yes (for US
Plug 3 (US) for country sold ( )

EL504 Power cable with 1 x 3m cable & plug | Yes (for IN
Plug 4 (IN) for country sold ( )

EL505 Power cable with 1 x 3m cable & plug | Yes (for AU
Plug 4 (AU) for country sold ( )

EL506 Power cable with 1 x 3m cable & plug | Yes (for JP
Plug 4 (JP) for country sold (for JP)

No gloves are provided with the Airglove unit. To order gloves please contact
Airglove Medical at back of IFU manual or your local distributor.

The Airglove unit is designed to be used in the UK, EU, US, IN, AU, JP and is
multi-voltage 100-240v.

The Airglove unit will automatically adjust to the destination and is supplied with
a 3-meter power cable with plug per country.

1.3 Intended Purpose / Indications for Use Statement

Airglove is a patient warming system developed to enable venipuncture or
difficult intravenous access in a patients arm for the delivery of intravenous
drugs. It gently heats the patients arm up as it forces warm air through a double
walled polyethylene (LDPE) glove in 3 minutes.

1.4 Intended User and Environment of Use

The Airglove unit is intended to be used on patients, by Healthcare
Professionals, in a healthcare setting such as a hospital.
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1.5 Intended Patient Population

The Airglove can be used with all adults (any age) and children (aged 5 years
old and older), the single use glove is designed and will fit all.

1.6 Medical Indications

The Airglove air warming system is indicated for use for patients with difficult
intravenous access (DIVA) including cancer patients to help improve and assist
the dilation of veins for cannulation.

1.7 Contraindications

DO NOT apply use of the Airglove air warming system with any patient if they
seem unsuitable, any pre-existing open wound should be attended by suitably
trained medical personnel. DO NOT apply use of the Airglove air warming
system with a child under the age of 5 years old.

WARNING: DO NOT apply the use of the Airglove air
A warming system with any patient if they seem unsuitable,
any pre-existing open wound should be attended by suitably
trained medical personnel.

WARNING: DO NOT apply use of the Airglove air warming
/ ' \ system with a child under the age of 5 years old.

Airglove is not intended to be used by patients who have pre-existing open
wounds and children under the age of 5 years.
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2. CONVENTIONS USED IN THIS MANUAL

A WARNING: Indicates a potentially hazardous situation which, if not
avoided, could result in serious injury or death.

A CAUTION: Indicates potentially hazardous situation which, if not
avoided, could result in minor or moderate injury.

NOTE: Indicates a point of particular interest or emphasis intended to
provide more effective system operation.

2.1 Warnings

WHEN USING ELECTRICAL APPLIANCES BASIC SAFETY PRECAUTIONS
SHOULD ALWAYS BE FOLLOWED, INCLUDING THE FOLLOWING:

A Mains Connection: Airglove unit must be powered using
provided power cords. The use of extension cables is
prohibited. Failure to comply with these instructions could
cause electric shock and could result in serious injury and

death.

A No modification to this equipment is allowed.

Unauthorised modification may lead to incorrect operation of
A the device.

Risk Of Strangulation: Care should be taken to minimise
A the risk of strangulation by the power cord. This is particularly
important when small children are in the vicinity. Strangulation
can result in injury or death.

equipment must only be connected to a supply mains with

f WARNING: To avoid the risk of electric shock, this
protective earth.

Device specific WARNINGS are defined in these instructions for use, where
applicable.
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WARNING: Use of this equipment adjacent to or stacked with
other equipment should be avoided because it could result in
improper operation.

>

WARNING: If damaged, the power cord may be replaced by
Airglove Medical Ltd or your distributor, therefore not

affecting the compliance of Airglove (Product Code: GB002)
with the requirements of Clause 7 (EMISSIONS) and Clause 8
(IMMUNITY).

>

WARNING: DO NOT use the Airglove device in proximity of
A an HF surgical equipment, near RF shielded room of an ME
SYSTEM for magnetic resonance imaging. Airglove must
be used in a hospital, health centre or clinic for patients with
difficult intravenous access.

WARNING: There is no essential performance related to
clinical function of the device.

WARNING: This device is intended to supply heat to the
patient to achieve its intended use, therefore the
temperatures of the applied part are higher than 41°c but DO
NOT exceed to limit value of 60°c in worst case abnormal
scenarios (tested if continuously working for an hour).

> P>

WARNING: Use of this equipment adjacent to or stacked
A with other stacked with other equipment should be avoided
because it could result in improper operation. If such use is
necessary, this equipment and other equipment should be
observed to verify that they are operating normally.

f WARNING: DO NOT use this product if it has been damaged
or shows signs of deterioration. Inspect all parts before use
and contact the manufacturer for replacement parts.

10 info@airglovemedical.com




WARNING: Use of accessories, transducers and cables other
A than those specified or provided by the manufacturer of this
equipment could result in increase electromagnetic emissions
or decreased electromagnetic immunity of this equipment and
result in improper operation.

WARNING: Use accessories provided by Airglove Medical
A Ltd and as specified in this manual. Replacement

accessories MUST be ordered from Airglove. Airglove
cannot guarantee appropriate safety levels if recommended
accessories are not used.

WARNING: Portable RF communications equipment

A (including peripherals such as antenna cables and external
antennas) should be used no closer than 30cm (12 inches)

to any part of the Airglove system otherwise it could result in

degradation of the performance of this equipment.

WARNING: The EMISSIONS characteristics of this
A 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 11 class B is normally
required) this equipment might not offer adequate
protection to radio-frequency communication services. The
user might need to take mitigation measures, such as
relocating or re-orienting the equipment.

A WARNING: DO NOT apply the use of the Airglove air

warming system with any patient if they seem unsuitable,
any pre-existing open wound should be attended by suitably
trained medical personnel.

WARNING: DO NOT apply use of the Airglove air warming
Vi ' \ system with a child under the age of 5 years old.
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A WARNING: DO NOT continue Airglove air warming if the

auto cut off overheat temperature has occurred.The unit
should be unplugged and left to return to normal working
temperature, with the system being inspected / tested prior
to any further use, refer to: TEMPERATURE SETTINGS
AND ADJUSTMENTS - Section 4.1

A WARNING: DO NOT use continuously over a 24 hour period.
Allow a 2 minute cooling period in every 10 minutes.

A WARNING: DO NOT block the ventilation nozzle opening.

WARNING: No servicable parts the Airglove unit does not
A require any form of maintenance and on no account should
the unit be attempted to be opened.

2.2 Cautions

CAUTION: USA Federal law restricts this device to sale by
A or on the order of a physician.

Specific CAUTIONS are identified where relevant in these instructions for use,
where applicable.

3. READ BEFORE USE

The Airglove air warming system should only be used by a suitably qualified
medical person, who must be familiar and correctly trained to a good standard
of medical observation.

The Airglove unit should be inspected prior to use for any sign of damage, with
any damage identified should allow the unit to be quarantined through
local protocol, with the local quality inspector/manager being informed.
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Keep power cord visible and accessible at all times, the wall socket outlet shall
be a close as practical and shall be easily accessible. Only use the power cord
supplied and specified for this product and certified for country of use. DO NOT
allow the power cord to get wet. DO NOT use the Airglove main unit if the
power cord and or any component are damaged.

The equipment must only be connected to a mains supply with a protective
earth.

WARNING: To avoid the risk of electric shock, this
A equipment must only be connected to a supply main with a
protective earth.

WARNING: Use the power cord supplied.

WARNING: Extension cords are not recommended for use
with this product.

require any form of maintenance and on no account should
the unit be attempted to be opened.

WARNING: DO NOT use this product if it has been damaged
or shows signs of deterioration. Inspect all parts before use
and contact the manufacturer for replacement parts.

WARNING: DO NOT allow the power cord to get wet.

WARNING: DO NOT use if the unit is not working, has
been dropped, damaged or dropped into water.

f WARNING: No serviceable parts the Airglove unit does not
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4. USING THE DEVICE
4.1 Temperature Settings and Adjustments ON / OFF*

Mains switch ON/OFF locate on back of Airglove unit, this will illuminate on the
fascia when in the ON position. Prior to use, the Healthcare Professional should
set the required temperature setting, please note the unit is pre-set at position
number 2 (normal skin type). The timer is pre-set for 3 minutes and with the
glove still in an OFF position and the specialist double walled glove correctly
fitted to the nozzle (Image 1), place the patient’s hand/arm into the glove,
correctly positioned with a straight arm and the patient’s finger tips

resting on the Airglove nozzle within the glove (Image 2).

Attention and continuous review of the patient’s veins is required and should
be monitored when the time setting is in use, attention to the patient should be
addressed when the timer indicator (soft continuous bleep) sound is heard. The
Airglove unit will automatically stop after 3 minutes with an alert sound.

Image 1

shows double walled low density
polyethylene (LDPE) glove 'V’ shaped weld
which slides on with a tight fit over the
“‘Lugs” (left lug then right lug).

Image 2

shows fingertips resting on Airglove nozzle
inside double walled low density
polyethylene (LDPE) glove.
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WARNING: The Airglove air warming system has been
A designed to operate safely ONLY with AIRGLOVE genuine
gloves and components. Using with other products or
misuse by not following the supplied guidelines or training
may result in thermal injury; to the full extent permitted by
law, the manufacturer and/or importer declines all
responsibility for thermal injury resulting from the unit being
used in conjunction with non Airglove genuine gloves and
components.

WARNING: Always connect the supplied specialist double
walled low density polyethylene glove before providing
therapy.

WARNING: DO NOT warm patients from Airglove nozzle
unit without a low density polyethylene glove, thermal injury
may result.

WARNING: Always ensure perforation slit (vent) in the
polyethylene glove blows the warm air outwardly away from
the patient.

WARNING: DO NOT leave patients unmonitored during
applications.

> B B P
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TEMPERATURE - Celsius / Fahrenheit

Airglove unit has three temperature settings which are pre-set. The automatic
default factory setting is 2 (temp 35.5°C / 95.9°F) for normal skin type. The
setting 3 (temp 38.5°¢ / 101.3°F) should be used for slightly heavier / thicker
skin type and setting 1 (temp 31.5°c / 88.7°F) should be used for a sensitive
skin type. The three temperature settings can be changed to 1, 2, or 3 by
pressing the temperature setting button.

Setting 1 (31.5°c/ 88.7°F)  Setting 2 (35.5°C /95.9°F)  Setting 3 (38.5°c / 101.3°F)

Setting Setting Setting

The timer Is pre-set at 3 mins The timer is pre-set at 3 mins The fimer is pre-set at 3 mins

for sensitive skin types ata for nomnal skin fypes of a for slighthy heavier skin types

termperature of 31.5°%¢ temperature of 35.5°%¢ af a temperature of 38.5°¢
4.2 Timer

The timer is automatically pre-set at 3 minutes. The unit when switched on will
count down from the pre-set time and at the end of the set time the Airglove unit
will automatically switch off with an alert sound. The Healthcare Professional
attending the patient can assess their veins for cannulation and if required do
another 3 minute cycle.
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4.3 Auto Cut Off / Safety

The Airglove unit has an inbuilt safety cut off and if for any reason the air
nozzle were to be blocked or the unit had an overheat malfunction or

blockage, a warning code EO3 will be displayed and the unit inoperative.
Please allow a minimum of 10 minutes to allow the unit to cool down and reset
with the unit unplugged. The Healthcare Professional should inspect the
external parts of the unit for damage or blockage, on no account should the unit
be attempted to be opened.

DO NOT continue Airglove air warming if the auto cut off overheat temperature
has occurred. The unit should be unplugged and left to return to normal working
temperature, with the system then being inspected / tested prior to any further
use, refer to: TEMPERATURE SETTINGS AND ADJUSTMENTS - Section 4.1.

DO NOT use continuously over a 24 hour period allow a 2 minute cooling
period in every 10 minutes.

A WARNING: DO NOT continue Airglove air warming if the

auto cut off overheat temperature has occurred.The unit
should be unplugged and left to return to normal working
temperature, with the system being inspected / tested prior
to any further use, refer to: TEMPERATURE SETTINGS
AND ADJUSTMENTS - Section 4.1

A WARNING: DO NOT use continuously over a 24 hour period.
Allow a 2 minute cooling period in every 10 minutes.

WARNING: DO NOT block the ventilation nozzle opening.

WARNING: No servicable parts the Airglove unit does not
require any form of maintenance and on no account should
the unit be attempted to be opened.

> P
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4.4 Start Stop / Switches in Operation To Run

As previously outlined in Section 4.1 the mains plug should be switched to the
ON position, allowing for the temperature setting to be adjusted by the
Healthcare Professional to suit the patient’s required skin type. Once the

low density polyethylene glove is fitted to the Airglove unit and the patient’s arm
is inside the glove in the straight position, the unit can be switched on allowing
the double walled glove to expand with the inner glove around the patient’s
arm/hand and the outer glove expanding to capture the passage of controlled
warm blown air through the glove against the patient’s hand/arm.

f WARNING: Always connect the supplied specialist double
walled low density polyethylene glove before providing
therapy.

f WARNING: DO NOT warm patients from Airglove nozzle
unit without a low density polyethylene glove, thermal injury
may result.

WARNING: Always ensure perforation slit (vent) in the
A polyethylene glove blows the warm air outwardly away from
the patient.

4.5 Fitting Airglove Unit To IV Stand

The back clamp should be adjusted with the unit to the correctly required height
to suit the patient. The threaded screw handle once located correctly should be
twisted clockwise to secure a tight and correct position on the IV stand. The unit
when fitted correctly, will ensure safe use.
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4.6 Multi Voltage

The Airglove unit is designed to be used in different countries and is
multi-voltage 100-240v. The Airglove unit will automatically adjust to the
destination and comes supplied with a 3 meter power cable with plug per
country.

WARNING: Only use Airglove Unit with the cable and plug
Vi l \ supplied with the device.

4.7 Cleaning

A DO NOT immerse the Airglove unit or accessories in any liquid or
subject them to any sterilisation process. DO NOT use solvent such as acetone
or thinners to clean the Airglove unit; avoid abrasive cleaners.

Clean the Airglove unit exterior with a soft cloth or hygiene wipe in line with
local protocol.

ﬁ WARNING: DO NOT immerse the Airglove unit or accessories
in any liquid or subject them to any sterilisation process.

A WARNING: DO NOT use solvent such as acetone or
thinners to clean the Airglove unit; avoid abrasive cleaners.

4.8 Nozzle

The nozzle requires no adjustment,
the low density polyethylene glove
has an internal V' shape welded
section, allowing tight fitting

sliding onto and over the nozzle ‘Lugs’
(IMAGE 1).

IMAGE 1
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4.9 Low Density Polyethylene (LDPE) Double Walled Glove

The double walled low density polyethylene glove is a single use item,
eliminating any possible cross contamination. The low density polyethylene
glove should be eased over the nozzle allowing the ‘V’ shape of the glove to

be pulled tightly and securely over the nozzle ‘Lugs’ one side at a time (left lug
then right lug) not both lugs at the same time. When correctly fitted the patient’s
hand/arm should be placed inside the low density polyethylene glove allowing
the patient’s fingertips to rest onto the front part of the Airglove nozzle with their
arm in a straight position (IMAGE 2).

The Healthcare Professional can then select the
temperature (1, 2 or 3) and then start the Airglove

unit which will then blow forced warm air through
the glove for a three minute cycle.

A\

5. EMI & EMS Compliance Table

IMAGE 2

WARNING: DO NOT re-use the double walled low density
polyethylene glove as it is intended for single use on a patient
and to be disposed of after use.

Table 1 - Emissions

Phenomenon | Compliance Electromagnetic environment

RF emissions | CISPR 11 Professional healthcare facility environment
Group 1,
Class A

Harmonic

distortion |EC 61000-3-2 | Professional healthcare facility environment
Class A

Voltage

fluctuations IEC 61000-3-3 | Professional healthcare facility

and flicker Compliance
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EMS Compliance Table

Table 2 - Enclosure Port

Phenomenon Basic EMC Immunity test Levels
Standard Professional healthcare facility
IEC 60601-1-2 environment

Electrostatic IEC 61000-4-2 +8 kV contact

Discharge +2kV, +4kV, +8kV, +15kV air
Radiated RF IEC 61000-4-3 3V/m
EM Field 80MHz-2.7GHz
80% AM at 1kHz
Proximity fields

from RF wireless| |IEC 61000-4-3 Refer to table 3
communications

equipment

Rated power IEC 61000-4-8 30A/m
frequency

magnetic 50Hz or 60Hz
fields

Proximity IEC 61000-4-39 65A/m
magnetic 134.2kHz
fields 7.5A/m

13.56 MHz
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Table 3 - Proximity fields from RF wireless communications equipment

Test frequency Band Immunity test Levels
(MHz) (MHz) Professional healthcare facility environment
385 380-390 Pulse modulation 18Hz, DC 50%, 27V/m
450 430-470 FM, £5kHz deviation, 1kHz sine,

Pulse Modulation 18Hz, DC 50% 28V/m
710 704-787 Pulse modulation 217Hz, DC 50%, 9V/m
745
780
810 800-960 Pulse modulation 18Hz, DC50%, 28V/m
870
930
1720 1700-1990 | Pulse modulation 217Hz, DC50%, 28V/m
1845
1970
2450 2400-2570 | Pulse modulation 217Hz, DC50%, 28V/m
5240 5100-5800 | Pulse modulation 217Hz, DC50%, 9V/m
5500
5785
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EMS Compliance Table

Table 4 - Input a.c.power port

Phenomenon | Basic EMC Immunity test Levels
Standard Professional healthcare facility environment
Electrical fast | IEC 61000-4-4 | £2 kV
transients/burst 100kHz repetition frequency
Surges |[EC 61000-4-5 | £0.5kV, £1kV
Line-to-line
Surges IEC 61000-4-5 | £0.5 kV, £1kV, £2kV,
Line-to-ground
Conducted IEC 61000-4-6 | 3V, 0.15MHz-80MHz
disturbances 6V in ISM bands between 0.15MHz and
induced by RF 80%AM at 1kHz
fields
Voltage dips | IEC 61000-4-11| 0% UT; 0.5 cycle
At 0°, 45°,90°, 135°, 180°, 225°, 270°
and 315°
0% UT; 1 cycle
and
70% UT; 25/30 cycles
Single phase: at 0°
Voltage IEC 61000-4-11{ 0% UT; 250/300 cycles
Interruptions
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6. DISPOSAL

6.1 Airglove Heater Unit
Please dispose of the Airglove Heater Unit in accordance with local electrical
and electronic waste safe disposal regulations.

DO NOT dispose of the device with normal domestic waste at the end of its life.
Please take it to an official recycling point to be disposed of correctly.

f WARNING: DO NOT dispose of the device with normal
domestic waste at the end of its life.

6.2 Low Density Polyethylene (LDPE) Double Walled Glove

The low density polyethylene glove is for single use only, eliminating any
possibility of cross contamination from patient to patient. The low density
polyethylene glove should be disposed of after patient use in line with local
regulations.

7. TROUBLESHOOTING
7.1 FAULTS AND DESCRIPTIONS

The unit does not turn on -
POSSIBLE CAUSE

1. Damaged or unplugged power cord — Replace the cord or correctly plug in
the unit.

2. Blown power fuse — Local electrical component assistance / change fuse.

3. No power to outlet — Local electrical component assistance / check power
outlet.

4. The unit is in auto cut off mode and will display a fault code E03 - Please
allow a minimum of 10 minutes to allow the unit to cool down and with the
unit un-plugged and inspect the external parts of the unit for damage or
blockage before a restart.
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Error
Number | Code | Error Message / Description

Indicates abnormal input voltage, too low or too high
1. EO1 input AC voltage.

Indicates abnormal heating core. open heating core
2. E02 (plug falling off, broken wire etc.)

Indicates overheating, when the temperature sensor
3. E03 reads a rapid rise to 65°c for more than 1.5 seconds.

Indicates that the temperature sensor has failed, and
4. E04 that temperature sensor circuit is open (plug falls off,
broken wire, etc.) or short circuit.

d. E0S Indicates abnormal fan, such as fan blockage or
socket detachment causing abnormal speed control
signs.

7.2 Warranty

The Airglove unit is covered by a warranty for 12 months from the date of
purchase. If a fault develops during this period please contact Airglove Medical
customer service team with full details of your purchase.

Email: info@airglovemedical.com
Website: airglovemedical.com
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8. NOTICES TO EU USERS AND/ OR PATIENTS (COMPLAINTS/INCIDENTS
AND INFORMATION)

Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority of the Member State
in which the user and/or patient is established.

Any other grounds for dissatisfaction relating to the quality of the product should
be notified to Airglove Medical Limited, or its representative.

For all complaints, contact Airglove Medical Limited at info@airglovemedical.
com with contact details provided in section please give name and reference
along with batch number of component(s), your name and address and an
exhaustive description of the event to help Airglove Medical Limited understand
cause of the complaint. When possible, please send the device to Airglove
Medical Limited to understand the cause of the complaint.

9. TECHNICAL INFORMATION

) Voltage: 100 - 240 Vac

) Current: 5A

) Frequency: 50/60Hz

) Fuse: 250VAC, 10.0A, size: approx. 5.0mm x 20mm, breaking capacity:

1500A/250Vac, 10A.

e) Operating conditions: Temperature 5°C to 30°C,
Relative Humidity 30% - <93%RH Atmospheric Pressure 70 kPa to 106 kPa

f) Storage Temperature: -40°C to 70°C, Relative Humidity: 10% - 100%,
including condensation: Atmospheric Pressure: 500 hPa - 1060 hPa

g) Class Il Electrical Equipment

h) Type BF Applied part

i) 1P40 rated

a
b
c
d
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10. EXPLANATION OF SYMBOLS
in accordance with ISO 15223-1 and IEC 60601-1 standards.

Em Consult instructions for use.

Indicates the need to consult the instructions for use
(IFU). An electronic instruction for use (elFU) indicator
(www.airglovemedical.com) may accompany the symbol
when used to indicate an instruction to consult an elFU.

Read the Instruction manual.

CE marking is a sign of compliance with the EU
regulations for products sold in the European Union,
including Northern Ireland.

UKCA marking is a sign of compliance with UK
regulations for products sold in Great Britain (England,
Scotland and Wales).

WARNING

CAUTION

TYPE BF Applied Part.

Indicates the item is a medical device.

Indicates a carrier that contains unique device identifier
information.

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

Indicates the medical device manufacturer.

Conforms to AAMI STD ES.60601-1, IEC STD 60601-1-6

el 2] 5] BB 85 |~ D

To identify the country of manufacture of products,
followed by the year and month of manufacture.
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Indicates the manufacturer’s catalogue number so that
the medical device can be identified.

Indicates the authorised representative in the European
Community European Union.

Indicates the batch number which is part of the
barcode generated.

Importer - indicates the entity importing the medical
device into the locale.

device into the locale.

Indicates a medical device that is intended for one
single use only.

Class Il equipment - provides double isolation to protect
against electric shock.

% Distributor - indicates the entity importing the medical
O

Degree of Protection - IP40
Protection against penetration by solid particles with

IP40 diameter larger than 1mm. No special protection against
penetration by water.

T Keep dry.
IJ Keep away from direct sunlight.

<IN,
E Waste of Electrical and Electronic Compliance
— (WEEE) Compliance.

R This symbol is required for sale of devices and

Only prescription devices/drugs in the US.

Humidity
Atmospheric pressure | “ON” Power

I Temperature O “OFF” Power
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11. DISCLAIMER

This document contains confidential information belonging to Airglove Medical
Limited. The contents of this document may not be copied, duplicated or
disclosed to third parties in any form, whole or part, without prior written
permission of Airglove Medical Limited.

There are no specific installation requirements the user needs to follow.

The information in this document is subject to change without notice and should
not be construed as a commitment by Airglove Medical Limited. This document
is believed to be complete and accurate at the time of publication. In no event
shall Airglove Medical Limited be liable for incidental or consequential damages
in connection from or arising from, its use.

Airglove Medical Limited is not responsible or liable for any performance failure
with Airglove Unit. If the failure is due (in whole or part) to any misuse of or
modification to Airglove Unit parts system or its operations. This includes,
without limitation, failure to:

- Have all operating procedures performed by a fully trained person.

- Maintain proper electrical hookups fully compliant with all codes, system
specifications and applicable IEC requirements.

- Operate the system at all times in accordance with this Instruction For Use.

- Use only consumables and devices approved for use by Airglove Medical
Limited with Airglove unit.

Any warranties made by Airglove Medical Limited with respect to Airglove unit
are void if equipment is not maintained in accordance with these instructions.

Airglove Medical Limited will not accept responsibility for any damage or injury
from improper use or unauthorised repair.
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