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Before putting the Hilotherapy system into operation, carefully read the operating
instructions. Pay special attention to the instructions labelled Caution and Warning.
Caution describes a situation leading to possible damage to the device or the attached modules.
Warning describes a situation leading to possible damage to persons.

1. General description
1.1

Purpose

The mobile Hilotherapy system HILOTHERM Homecare is used for treating, alleviating and
compensating localised injuries, diseases, and their after-effects by means of a mild and constant
cold.
The temperature can be individually adjusted from + 10°C to + 22°C.
Sensors maintain the set temperatures at a constant level.
The Hilotherapy system is not intended for reducing a patient's core body temperature
(hypothermia).
1.2

Fields of application

The Hilotherapy system may be used in various medical areas in the acute phase as well as the
remodelling phase, and can effectively help chronically ill patients (e.g. with rheumatism,
arthrosis, migraine).
Fields of application
Surgery:

Microsurgery, plastic surgery, vascular surgery, orthopaedics,
trauma surgery, oral and maxillofacial surgery, oral surgery, oral
implant surgery, ENT medicine, dermatologic surgery, etc.

Sports medicine /
functional rehabilitation /
Physiotherapy:

Mobility improvement, pain reduction, muscle relaxation,
distortions, muscle strains, muscle tears, sprains, tendon
inflammations, bruises, oedemas

Rheumatology:

Inflammatory rheumatism, Algodystrophic syndrome, Ischialgia

Other:

Dermatology (laser treatment, liposuction, wrinkle injection,
photodynamic therapy), emergency medicine, fever, migraine, and
tension headache

Recommended temperature settings
Body part
Face
Head, neck
Breast, torso
Extremities

Temperature range
16 – 19°C
15 – 20°C
18 – 21°C
15 – 18°C (with bandages, as of 10°C possible)

All indicated temperatures are tested reference values and recommendations only.
Warning: Do not provoke tissue temperatures below 15°C.
Duration of application
In general: cool as long as possible. The patient must decide according to his/her own sensation,
he/she has to feel comfortable.
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1.3

Indications and contraindications

Indications for Hilotherapy
The indications for the use of hilotherapeutic measures are based on the ideas of the
physiological mode of action of cold applications. The cold-induced adaptation processes, which
occurs on several levels in an interlinked manner, can be assigned to two principles of action:
Depending on the temperature of the cold medium and the application time, more initial effects
are being relayed with regard to vasomotor, pain and α-γ-motor neuron activity. A longer period
of temperature decrease exposes subjacent structures and layers of tissue to the direct cold
effect. Thus, the re-warming period varies accordingly.
Important factors in the intensity of the local and systematic effects of a cold stimulus are besides the temperature and duration of the application - the physical properties of the cold
medium, the initial skin temperature and its thermal conductivity as well as the area of the body
and the size of the application area. The significance of this distinction lies in the necessity to
clearly differentiate between the various forms of cold applications and levels of cooling and to
apply them according to the findings and in a purpose-oriented manner.
For disease patterns with an emphasis on analgesic and muscle tone reducing therapy, the
hilotherapeutic procedures are essential elements in pre-treatment or interval treatment.
Contraindications of Hilotherapy
Regarding contraindications, we also have to differentiate between “cold“ and “ice-cold“.
With consideration to the primary disease, the contraindications are put into perspective
according to the levels of cold. Some diseases, for which the application of ice or comparable
media is contraindicated, can be effectively treated with somewhat milder forms of cold.
All forms of cold applications are considered to be contraindicated for the emergence of
cryoglobulin anaemia, cold haemagglutination and cold urticaria /cold contact urticaria
caused by histamine release.
Also contraindicated for Hilotherapy are diseases from the range of functional circulatory
disorders (e.g. M. Raynaud), severe arterial obstructions, pronounced sensibility disorders and
trophic tissue lesions. Provided adequate precautions are taken, mild cold stimuli can be applied
for arterial circulatory disorders, mild forms of sensibility disorders and for patients with angina
pectoris.
Caution: In patients with compartment syndrome, it is absolutely required to make sure the cuffs
are applied without compression to avoid accelerating the already existing pressure increase and
the accompanying perfusion disorder.
1.4

Requirements for operator/user

Operation of the Hilotherapy system is simple and can be carried out by the patients themselves
or another person.
The operators shall familiarise themselves with the operating instructions and the device before
initial operation. The application of the cuff in particular must be carried out with care.
1.5

Description of device

The Hilotherapy system HILOTHERM Homecare is a mobile device for localised cold treatment.
It distinguishes itself by its simple handling and easy operation.
The temperature setting is adjustable from + 10 °C to + 22 °C in steps of 1 °C.
Because of the limited amount of energy available in the cold accumulator, the device is not
designed for continuous operation. The duration of application depends on various factors, such
as type and volume of the cold accumulator, dimension of the attached cuff, cuff temperature,
and room or ambient temperature.
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Basically, the Hilotherapy system consists of the following components:
Energy source

Ice or thermal packs

Design

Water tank with lid to fill in the energy accumulator

Control unit

Through sensors, the control unit collects the data in the device
and controls all processes. The device is switched on and the
required temperature is entered via key-buttons.

Buttons

The key-buttons to switch the device on/off and to change the
temperature respond to simple touch (actuation of mechanical
switches is not required).

Display

The display indicates the set temperature.

Cuffs

The body regions to be treated are cooled by pumping the liquid
at a certain temperature through the anatomically adapted cuffs.

2. Safety instructions
2.1
•
•
•
•
•
•
•
•

•
•
2.2
•
•
•
•
•
•
2.3

General safety instructions
Before machine start-up, check the proper condition of the Hilotherapy device.
Use only undamaged power supply units, power cords, and plugs.
Use and connect only the original Hilotherapy devices and cuffs.
The Hilotherapy system must not be used within an incubator.
The cuffs may be damaged by sharp objects.
The proper flow through the cuff channels may be obstructed by folding or compressing the
cuffs.
The flow through the tubing may be obstructed by kinks.
In case of failures, switch the device off immediately. Only after the failure condition was
rectified, the machine may be used again. Please inform the manufacturer of any kind of
critical or unclear errors.
Operate the Hilotherapy device in a non-tilting position on a level and flat surface only.
Do not sit or stand on the device.
Hazard instructions
Do not open the housing that contains the electronics.
Prior to maintenance, disconnect the Hilotherapy device from power supply.
Device maintenance and repair is to be carried out by a qualified service technician only.
The AC voltage source must comply with the range given on the type plate of the power
supply unit.
Warning: It is not allowed to modify the device without permission of the manufacturer.
Warning: Only power supply units approved by the manufacturer must be used for
connection to the power supply.
Electromagnetic compatibility

In electrical medical appliances, particular attention must be paid to the electromagnetic
compatibility (EMC), that is the device is to be installed and commissioned according to the EMC
directions contained in this operating instructions (please see instruction and manufacturer’s
declaration in the annex).
Portable and mobile radio communication devices may interfere with the operation of medical
appliances.
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Warning: The Hilotherapy system should not be operated next to / on top of other appliances.
However, should this be necessary, the Hilotherapy system must be closely observed to ensure
safe operation.
2.4

Ambient conditions

Protect the device against excessive heat, dust and direct exposure to the sun.
Warning: The Hilotherapy device is not intended for use in highly explosive environments and
must be kept away from flammable gases and liquids.

3. Start-up procedure
3.1

Function check

Before taking the Hilotherapy system into operation, make sure the device and the applied parts
(cuffs) are free of damage (see chapter 2, Safety Instructions).
Caution: The device shall only be put into operation when undamaged.
3.2

Positioning

The Hilotherapy device shall be placed on a level, flat, and hard surface.
3.3

Controls
Figure 1

a)
Lid
Water tank

k)
Water tank with
min. / max. fill
level indicator

b)
Port for power
supply unit
c)
Display
d)
Increase
temperature

j)
Hose connector
port with O-ring

e)
Reduce
temperature

i)
Bleeder

f)
On/off
button

g)
Duo hose
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h)
Plastic couplings with
quick release plate
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Figure 2

l)
Plug-in nozzle
(cuff)
3.4

m)
Metal plug-in
coupling (duo hose)

n)
Grip ring

Start of operation

•

Release clamping latch of water tank lid and remove lid (Figure 1 a).

•

Filling of water tank for face cuffs or small cuffs
Fill cold water in the water tank up to the fill level indicator “Min. fill level“ (Figure 1 k) and
place four frozen thermal packs in the water.
Filling of water tank for large body cuffs (e.g. large surface, lower leg, foot, knee)
Fill cold water in the water tank up to the fill level indicator “Min. fill level“ (Figure 1 k) and
place six to eight frozen thermal packs in the water.
You can use ice instead of the thermal packs.
Caution: Observe the min. and max. fill level (marked in water tank).
Caution: Water hardness of more than 8 dH may result in calcification und failure of pump
and valves.

•

When starting up for the first time or after changing water bleed pump system before
switching the Hilotherapy device on. The device must be off as otherwise water will leak from
the bleeder. Some amount of water may leak when bleeding even with the device off.
Attach the bleeder (Figure 1 i) to the right-hand coupling for approx. 1 second.
Caution: When starting up for the first time or after changing water, the device must be
switched on with the cuff attached only to prevent the pump from running dry.

•

Connect the duo hose (Figure 1 g) with the device by pressing the plastic couplings of the
duo hose (Figure 1 h) on the connector ports at the device (Figure 1 j), until they audibly lock
in place.
Attention: The couplings must be connected so that the metal plate faces up.
It is possible to mix up feed and return, this does not result in malfunctions.

•

Connect the cuffs with the duo hose by pressing the cuff plug-in nozzles (Figure 2 l) in the
metal plug-in couplings of the duo hose (Figure 2 m), until they audibly lock in place.
Attention: If it can be avoided, do not guide the hoses over the patient to the device. Hoses
and couplings should not lie directly on the patient.

•

Plug power supply unit into device (Figure 1 b) and connect to power supply, using the power
plug.
Warning: Position device so that disconnection from power is not hindered.

•

Switch device on by pressing the on/off button (Figure 1 f) for 1 second.

•

Set the required temperature using the + and – arrow keys below the display (Figure 1 d and
e). The set value is stored automatically.
As long as the difference between required and actual temperature is more than 2 °C, the
indication on the display flashes (Figure 1 c). Depending on the set temperature, it may take
several minutes until the required temperature is reached.
As soon as the required temperature is reached, the display reading stops flashing.
Attention: If the cuffs are used directly on the skin, do not set temperatures of below 15°C.

•

Make sure that water is pumped through the cuff.
The flow-through is in order if the tubing in the cuff fills with water and the cuff becomes cold.
-7-
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3.5

Stopping

•

To stop operation, press the on/off button (Figure 1 f) for 1 second.

•

Drain the cuff by leaving it attached to the switched-off device and placing it in a higher
position than the device so that the water is able to flow back.

•

Disconnect the duo hose from the device by pressing on the quick-release plate of the
coupling (Figure 1 h).

•

To disconnect the cuffs, pull back the grip ring of the metal coupling (Figure 2 n).

•

To disconnect the device from power supply, pull the power plug.

•

Drain the water tank after the application: Remove thermal packs, pour remaining water in a
sink.

•

Attention: Store the device only when it is dry and the water tank is open.

3.6

Malfunctions

Malfunctions are indicated by a visual and acoustic signal.
The display (Figure 1 c) shows the cause of the malfunction and a malfunction number (see
chapter 7.4 “Malfunctions and troubleshooting“).
To rectify malfunctions, disconnect the device from the patient and the power supply.
3.7

Disconnection from power supply

For the time the device is not used, always disconnect it from the power supply by pulling the
power plug.
3.8

Use in vehicle

Attention: Pay particular attention when using the device in a vehicle.
The device may be connected to an adequate socket in the vehicle, using the vehicle connecting
cable.
When operating the device in a vehicle, make sure that the power supply is sufficient and the
vehicle battery will not become empty.
When operating the device in a vehicle, it must be placed in a non-tilting and secured position.
Warning: Position and secure the device in the foot well. It must not be placed on a seat or a
shelf.
Warning: Device and accessories must not be within the driver’s reach or detract the driver.

4. Cleaning and disinfection
4.1

General

Caution: To clean the device, disconnect it from the power supply.
Do not use sharp or pointed objects for cleaning.
Chapter 9.7 describes the cleaning of the cuffs.
4.2

Cleaning

Clean and disinfect the surfaces and the inside of the water tank with such standard detergents
and disinfectants as are approved for plastic materials.
4.3

Cleaning intervals

Drain, clean, and dry the water tank after each application.
If the device is not intended to be used for a longer period of time, make sure that the inside of
the water tank is dry and not sealed tightly for storage.
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5. Maintenance and inspection
The Hilotherapy system was developed and manufactured according to the highest quality
standards.
To ensure the long-term safety and operability of the Hilotherapy system, the following
maintenance work must be carried out.
5.1

Grease plug-in connections – at least every six months

Regularly grease the O-rings of the plug-in connections to make sure they remain easy to plug in
and to prevent damage to the gaskets.
Plug-in connection device/duo hose
• Apply a thin layer of Vaseline to the O-rings at the duo hose connector port of the device
(Figure 1 j).
Plug-in connection duo hose/cuff
•
•
5.2

Apply a thin layer of Vaseline to the tips of the cuff plug-in nozzles.
Plug the cuff plug-in nozzles in and out of the hose couplings for several times. This transfers
the Vaseline onto the O-rings in the couplings.
Inspection

It is recommended to perform an inspection after the device has been used over longer period of
time (approx. every two years).
On request, the manufacturer provides information to support the maintenance personnel in
repairing the device.
Only qualified personnel is allowed to open the electronics housing.
5.3

Liability

HILOTHERM GmbH (as manufacturer) only regards itself liable for effects on safety, reliability,
and operability of this device, if:
• assembly, upgrading, resetting, modifications, or repair work is performed by persons
authorised by the manufacturer;
• the parts and components used for repair work, modifications, upgrades or local applications
are authorized by the manufacturer;
• the wiring used for the connection of the device complies with the rules and regulations of the
local authorities;
• only accessories authorized by HILOTHERM GmbH are used;
• the device is operated in accordance with the operating instructions.
5.4

Warranty

The provisions of the German Law are applicable with respect to warranty for defects.
The provisions of the law pertaining to the product liability law are not affected in this respect.

6. Storage, transport, disposal
6.1

Storage

Caution: Do not store the Hilotherapy device below + 5 °C and above + 40 °C. The device must
be stored on a dry and level surface.
6.2

Transport

Before transport, the device must be emptied completely.
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6.3

Disposal (WEEE Reg. No. DE 25202195)

The device must not be disposed with commercial waste or regular garbage.
In accordance with product responsibility under the terms of § 22 of the German Circular
Economy and Waste Act and the Electrical and Electronic Equipment Act § 2, 2 paragraph 1, the
device must be disposed of in a communal collecting point or returned to the manufacturer.

7. Technical specifications
7.1

Technical specifications

HILOTHERM Homecare Type HT 04
Article No.
Nominal voltage power supply unit
Nominal voltage device
Max. power input
Protection class
Degree of protection of applied part
Type of protection
Risk class (93/42 EEC)
Dimensions
Empty weight with accessories
Operational weight with accessories
Cuff connections
Water tank capacity
Temperature range
Fuse (on board)

HT 04 00 000
100 – 240 VAC, 47 – 63 HZ
15 V
40.5 W
III
BF
IP 40
IIa
280 mm x 185 mm x 260 mm
3.6 kg
7.7 kg
1
4 Litres
+ 10 °C to + 22 °C
T 2.5 A

Pressure pump
Nominal voltage
Operating pressure

15 V
0.6 bar – 0.1

Circulation pump
Nominal voltage

12 V

Ambient conditions
Storage temperature
Storage humidity

min. + 5 °C / max. + 40 °C
10 - 80% rel. humidity, non-condensing

7.2

Icons

On device and packaging, you will find the following icons:
Read operating instructions before starting the device
Manufacturing date
(YYYY)
Device type BF
(Protection against electric shock)

0494

2

CE Conformity labelling according to EU Directive 93/42/EEC on
medical devices with admission authority labelling
No recycling / single use device
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Do not dispose of in general industrial or
household refuse containers

7.3

Safety standards

Classification
Pursuant to the classification criteria stated in the addendum IX of EC Directive 93/42 EEC, the
Hilotherapy system is a Class IIa Standard 9 device (active medical product for therapeutic
purposes).
In terms of the GMDN classification, the device is assigned to No. P 42463, and the cuffs to No.
P 44604.
The Hilotherapy system is neither assigned to Attachment 1 nor to Attachment 2 of the
MPBetriebV (Medical Devices Operator Ordinance).
Standards and guidelines
EC-Directive 93/42/EEC of the council on medical products dated June 14, 1993
Medical Devices Act dated August 2, 1994
DIN EN 60 601-1
DIN EN 60 601-1-2
DIN EN ISO 10993-1
HILOTHERM GmbH reserves the right to change specifications without further notice.
7.4
No.
1
1.2

1.3

1.4
1.5
1.6
2
2.1
2.2

3
3.1
3.2
4
4.1

Malfunctions and troubleshooting
Malfunction
Possible cause
The cuff does not cool
Cuff is kinked

Method of testing

Check pressure at feed and
return of cuff, using your
finger. No pressure sensible
at return
Pump has not been bled
Check pressure at cuff: no
pressure sensible at feed and
return;
Connect small cuff directly
without hose
Pump is defect
Malfunction message “ Ξ3 “
on display
Plug-in coupling is not locked in Loosen and reconnect plug-in
place at cuff or device
connections
Hose is no longer connected to
Check hose and pump inside
circulation pump
the water tank
Required temperature is not reached
Cold reservoir is exhausted
Ice is melted
Thermal pack is melted
Reading flashes, temperature is Cuff is too cold
not reached, cuff is too cold

Plug-in connection of duo hose cannot be connected
Grip ring of metal coupling is
Plug-in nozzle cannot be
stuck
plugged in
Plastic coupling cannot be
Spring pin at plastic coupling
connected to port at the device
is pressed
Plug connection is sluggish
O-ring in coupling is dry /
Coupling and connector plug
greaseless
are hard to connect
- 11 -

Measures

Position cuff properly. If
necessary, adjust patient’s
position.
Bleed air from pump
(see chapter 3.4)

Bleed air from pump, restart
If not successful, replace pump
Press plug-in connections in
until they audibly lock in place.
Connect hose to port of
circulation pump
Refill with ice or frozen thermal
pack
Too much ice or too many
thermal packs in water reservoir
Remove part of the ice or
thermal pack
Slide grip ring without connector
plug
Press release plate

Grease O-rings
(see chapter 5.1)
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4.2

Visible damage of connector
plug or coupling
Device does not work, no display reading
Power failure
Check power supply

5
5.1
5.2
5.3
6

Plug-in connection is damaged

Replace defect parts

Power cord has no contact, is
defect
Power supply unit is defect

Have power supply unit
inspected by technical service
Replace power cord,
dispose of defect power cord
Replace power supply unit

Error displays

6.1

Ξ1

Replace power cord
Have power supply unit
inspected by technical service
Cause
Temperature > 25 °C

Refill cold reservoir

6.2

Ξ2

Temperature sensor contact
interrupted

6.3

Ξ3

Malfunction of pressure pump

No reading
Continuous tone

6.4

Caution:

Measure

Control error

Restart
Inspect contact of soldering joint
Replace sensor
Restart
Inspect contacts of pump
connection
Replace pump
Restart
Replace control unit

Opening up the electronics housing will result in the loss of warranty claims!

8. Accessories and spare parts
Any accessories and spare parts are available at HILOTHERM GmbH or an authorised dealer.
8.1

Accessories

Use only original HILOTHERM accessories.
Caution: You must not use any other devices or accessories in combination with the Hilotherapy
device.
List of accessories
Qty
1

Article No.
476 / 477

1
1
6
1
1
8.2

512
501
519
502
549

Designation
Power supply unit with power cord
(Deutronic ETC60-15/MED)
Duo hose
Bleeder
Thermal packs
Transportation bag
Vehicle connecting cable

Spare parts

Only the use of original spare and replacement parts guarantees the safety and reliability of our
device. Parts may only be exchanged by qualified personnel.
The Hilotherapy system is constantly being developed and improved.
It is important for you to provide us with the following details so that you will always receive the
adequate spare part, even if there have been technical changes.
Name:

HILOTHERM Homecare type HT 04

Serial No.

Article No.:

HT 04 00 000

Year of manufacture ……………..

- 12 -

……………..

HILOTHERM Homecare Operating Instructions

9. Cuffs (applied parts)
9.1

Variants and accessories

Cuffs for thermo-therapeutic applications in anatomically adapted forms:

Eye cuff

Eye cuff, open

Nose cuff

Upper face cuff

Lower face cuff
with link

Lower face cuff
without link

Small round cuff
(Ø approx. 20 cm)

Round cuff
(Ø approx. 24 cm)

Small surface cuff
(approx. 24 x 7 cm)
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Large surface cuff
(approx. 70 x 25 cm)

Trapeze cuff

Knee cuff

Lower leg cuff

Foot cuff

Due to the continuous development it is possible that certain cuffs are removed from the range
while new ones are added. A current list is available on the web under www.hilotherapie.com.
Fixing bandages / fixation aids:

Hilofix 25
9.2

Hiloklett 25

Material properties

Cuff material:
Tubing:
Plug-in nozzle:
9.3

Hilofix 75

TPU (thermoplastic polyurethane) – latex-free
TPU (thermoplastic polyurethane)
Nickel-plated brass / POM

Warnings

The cuffs shall only be used when attached to the Hilotherapy device.
Cuffs must not be brought into contact with chemicals containing benzol and phenol.
In case of damage to the cuff’s tubing and capillary system, the cuffs are to be discharged.
When connecting / disconnecting the duo hose to / from the cuffs, a small amount of water
may leak from the device. Make sure that this water does not come into contact with wound
dressings and bandages!
• A resterilisation of used cuffs (e.g. with the ethylene oxide procedure) is not possible.
• Eye cuffs must not exert pressure on the eye!

•
•
•
•
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9.4

Application of product on the patient / specific function

The cuffs are intended for external application only.
The cuffs are placed on skin areas to be treated either on top of wound dressings or directly on
intact skin.
The cuffs are used in the treatment and alleviation of injuries, diseases and their after-effects as
well as after operative interventions by means of mild and constant cold.
In repeated therapeutic applications we recommend a patient-related assignment of a certain
cuff.
9.5

Risk classification of medical products in accordance with RKI guidelines

Risk assessment and evaluation shall be in accordance with Federal Health Gazette No. 44
(2001): 1115-1126: Hygiene Requirements in processing medical products. It is the owner’s
responsibility that recycling measures are carried out by qualified persons using a suitable and
validated procedure.
The individual recycling steps shall be adjusted to
• the medical product
• the recycling type
• the application on the patient.
The cuffs are intended for contact with intact skin only. Make sure to place wound dressings on
pathologically altered skin areas (e.g. abrasions, infective wounds …) or surgical wounds prior to
cold treatment.
With regard to the type of application of the cuffs and the related risk, these are classified as
uncritical medical product.
External application of the cuffs on intact skin (e.g. within the scope of physiotherapeutic and
rheumatologic treatments) or on top of a wound dressing (e.g. post-operatively within the scope
of plastic surgery, vascular surgery, ENT).
9.6

Description of application

For the individual application on certain body areas, choose a suitable cuff form and connect the
cuff to the Hilotherapy device in accordance with the instructions given in the manual (see point
3.4). When full, place the cuff gently and without exerting any pressure (especially significant for
eye cuff use!) on the body part to be treated. It may be necessary to hold the cuffs in place using
strips or bandage.
9.7

Storage and transport

Dust-free, dry and not subject to UV radiation.
9.8

Cleaning and disinfection

Private use
After the therapy is finished, drain (see chapter 3.5) and clean the cuffs.
Thoroughly clean the cuffs using water and a cleaning agent approved for soft plastic materials.
Thoroughly dry the cuffs using a soft cloth.
Do not store the cuffs in an air-tight environment after cleaning.
It is possible to disinfect the cuffs using standard disinfectants.
In hospitals and practices
It is recommended to disinfect the cuffs before placing them on wound dressings.
Clean and disinfect the cuff surface after a treatment was finished. The cuffs may be used in a
dry condition only.
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Manual cleaning and disinfection of uncritical medical products
After finishing the treatment, manually clean and disinfect the cuffs with the approved cleaning
and disinfectant agents commonly used in clinics (e.g. Kohrsolin FF or Mikrobac by Bode
Chemie).
Have a qualified person carry out the wiping disinfection (two-bucket-method).
Observe the manufacturer’s instructions with regard to concentrations and application time of the
disinfection agent.
The owner of the Hilotherapy system must establish a hygiene and disinfection plan with
operational sequence descriptions and operation instructions as part of quality management, so
that it is possible to document a traceable and validated recycling process.
Cleaning cycles
Cuffs which are not marked as single-use products can be subjected to a maximum of 10
cleaning cycles.
9.9

Check-up and inspection

After successfully cleaning and disinfecting the cuffs, carry out a visual inspection and check-up
on the cuffs. If the cuff foil, tubing and / or plug-in nozzles are damaged, the cuff must be
discharged.
In case of residual dirt, repeat cleaning and disinfection procedure in accordance with the
hygiene guidelines (see point 9.7).
Prior to applying the cuff to the patient, the cuff must be attached to the Hilotherapy device and
filled up to check for leaks.

10. Annex
A Guidelines and Manufacturer’s Declaration
A1
Table 201 in accordance with EN 60601-1-2
Guidelines and Manufacturer’s Declaration on Electromagnetic Emissions
1
2
The Hilotherapy system is designed for use in ambient conditions as described below.
Interference emission
compliance
Guideline for
3
measurement
electromagnetic environment
4
HF-emissions compliant with
The Hilotherapy system uses
CISPR 11
only HF-energy for its internal
functions. Thus, its HF-emissions
Group 1
are very low and it is improbable
that it will interfere with the
operation of neighbouring
devices.
5
HF-emissions compliant with
The Hilotherapy system is
Class B
CISPR 11
designed for the use in all
6
Emission of harmonic waves
facilities as well as living
Class A
compliant with IEC 61000-3-2
quarters, including those facilities
connected to a power supply that
7
Emission of voltage surges/flickers
complying
also serves residential buildings.
complying with IEC 61000-3-3
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A2
Table 202 in accordance with EN 60601-1-2
Guidelines and Manufacturer’s Declaration on Electromagnetic Noise Immunity
The Hilotherapy system is designed for use in ambient conditions as described below. The
customer or operator of the Hilotherapy system has to make sure the system is being used in
such an environment.
Guidelines for
Noise immunity
IEC 60601 – Test
Corresponding
Electromagnetic
checks
level
level
Environment
The flooring should be wood,
± 6 kV contact
± 6 kV contact
Discharge of static
concrete or ceramic tiles. If
discharge
discharge
electricity (ESD) in
the flooring consists of
compliance with
synthetic material, relative
± 8 kV air
± 8 kV air
humidity should at least be
IEC 61000-4-2
discharge
discharge
30%.
Rapid transient
± 2 kV for mains
± 2 kV for mains
The quality of the supply
electrical
connection
connection
voltage should meet the
interferences/bursts
standards for typical
in compliance with
± 1 kV for input and not applicable
commercial or clinical
IEC 61000-4-4
output connections
environments.
± 1 kV
± 1 kV
The quality of the supply
counterphase
counterphase
Surges in
voltage should meet the
voltage
voltage
compliance with
standards for typical
commercial or clinical
IEC 61000 -4-5
± 2 kV Common
not applicable
environments
mode voltage
< 5% UT
The quality of the supply
(>95% drop of UT)
for half a cycle
voltage should meet the
standards for typical
Voltage drops,
40% UT
40% UT
commercial or clinical
short
(60% drop of UT)
100 ms (50Hz)
environments.
Should the operator of the
disconnections and for 5 cycles
Hilotherapy system require
surges of the
supply voltage in
70% UT
continued operation in the
70% UT
(30% drop of UT)
500ms (50Hz)
event of power blackout, we
accordance with
recommend supplying the
IEC 61000-4-11
for 25 cycles
Hilotherapy system via an
5% UT
10 ms (50Hz)
interruption-free power supply
5000 ms (50Hz)
or battery.
(95% drop of UT)
for 5s
Magnetic field with
Magnetic fields induced by
power frequency at
power frequency should
50/60 Hz in
3 A/m
3 A/m
correspond with the values
accordance with
that are typical for commercial
IEC 61000-4-8
or clinical environments.
Footnote: UT describes the mains AC voltage prior to applying the test levels.
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A3
Table 204 according to EN 60601-1-2
Guidelines and Manufacturer’s Declaration – Electromagnetic Noise Immunity
The Hilotherapy system is designed for use in ambient conditions as described below. The
customer or operator of the Hilotherapy system has to make sure the device is being used in such
an environment.
Noise
Noise immunity
Corresponding
Guidelines for Electromagnetic
immunity
checks
level
Environment
checks
The distance from the Hilotherapy
system including its supply lines to any
portable and mobile kind of radio
equipment should not be less than the
recommended protection distance that
is calculated from the equation for the
transmitted frequency.
Recommended protective distance:

Conducted HFdisturbance
compliant with
IEC 61000-4-6
Radiated HFdisturbances
compliant with
IEC 61000-4-3

3 V eff
150 kHz to 80
MHz

V1 = 3 V rms

3 V/m
80 MHz to 2,5
GHz

E1 = 3 V/m

d=[

3,5
] P
V1

d=[

3,5
] P for 80 MHz to 800 MHz
E1

d=[

7
] P for 80 MHz to 800 MHz
E1

with P as the nominal performance of
the transmitter in Watt (W) due to the
data given by the manufacturer of the
transmitter and d being the
recommended protective distance in
metres (m).
a

Due to a field survey , the field
strength of stationary radio
transmitters in all frequencies should
b
be less than the corresponding level .
In the vicinity of devices being marked
with the following icon, interferences
may occur.

Footnote 1: For 80 MHz and 800 MHz, the higher frequency range applies.
Footnote 2: These guidelines may not be applicable in all cases. The expansion of electromagnetic
fields is also affected by absorptions and reflexions of buildings, objects and persons.
a) In theory, it is not possible to predict the exact field strength of stationary transmitters such as
wireless phone base stations, mobile transmitting stations, amateur radio stations, AM and FM
broadcasting and television stations. Therefore, a survey of the location should be considered to
evaluate the electromagnetic ambient environment with regard to stationary transmitters. If the
measured field strength of the location using the Hilotherapy system exceeds the corresponding
levels stated above, the device should be closely observed to establish whether it is working as
intended. In case the device is observed to have unusual capability features, additional steps may
be necessary, e.g. realigning or relocating the Hilotherapy system.
b) Within the frequency range of 150 kHz to 80 MHZ the field strength should be less than [V1] V/m.
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A4
Table 206 according to EN 60601-1-2
Recommended Protection Distances between portable and mobile HF
telecommunications devices and the Hilotherapy system
The Hilotherapy system is intended for use in electromagnetic environments with controlled HF
disturbances. The customer or user of the Hilotherapy system can positively influence the
situation by observing a minimum distance between the Hilotherapy system and portable and
mobile HF telecommunication devices (transmitters) – depending on the output power of the
communication device (as shown below).
Power rating of
Protective distance, depending on the transmitting frequency
the transmitter
M
W
150 kHz to 80 MHz
80 MHz to 800 MHz
800 MHz to 2,5 GHz
d=[

3,5
] P
V1

d=[

3,5
] P
E1

d=[

7
] P
E1

0.01
0.12
0.12
0.23
0.1
0.37
0.37
0.74
1
1.17
1.17
2.33
10
3.70
3.70
7.37
100
11.70
11.70
23.33
For those transmitters whose power rating is not indicated in the table above, the
recommended protective distance d in metres (m) may be calculated using the corresponding
equation in the particular column, with P being the maximum power rating of the transmitter in
Watt (W) (according to transmitter manufacturer’s data).
Footnote 1: For 80 MHz and 800 MHz, the higher frequency range applies.
Footnote 2: These guidelines may not be applicable in all cases. The expansion of
electromagnetic fields is also affected by absorptions and reflexions of buildings, objects and
persons.
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