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1. Safety information

It is important to read and follow all instructions and precautions before
using this product. Please pay attention to warning labels and symbols.
If you have any questions or concerns, consult the manual or contact the
manufacturer.

1.1 Cautions and warnings

Safety related markings used in the instruction for use:

CAUTION/NOTE means if the precaution is not taken, it may
cause minor or moderate injury.

ﬁ WARNING means if the warning is not heeded, it can cause
death or serious injury.

NOTE: | NOTE without accompanying CAUTION OR WARNING sign

means that the following information is good to know, but not a
safety concern.

1.2 Contraindications

WARNING: Do NOT use the device if you have any of these
conditions:

Pregnant or might be pregnant.

IUD (Intrauterine device containing metal).

Malignant medical condition in the treatment area.

Cardiac pacemaker.

ICD (implantable cardioverter defibrillator) .

Heart problems, eg. arrhythmia.

Numbness or impaired sensation of the treatment area.
Epilepsy or other seizure disorders.

Metallic implants in the path of the current (ask Hidroxa customer
care if you are uncertain).

Damaged skin like irritation, wounds, blisters that cannot be

covered with a thick layer of Vaseline.
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1.3 Warning and remaining risks 2

Read the instructions for use carefully including the contraindications and
check that those do not apply to you.

Check the device to make sure that all parts are damage-free before each
treatment. If anything is damaged do not use the device and contact Hidroxa
Customer care.

Loosened or degraded sensors and electrodes may cause the device to
malfunction, open circuit or perform unreliably. Ensure secure attachment and
replace any worn or damaged components.

The device should only be used with the original parts that are provided
together with the device.

WARNING This also means the AC adapter. Using other parts can lead to
severe risk of harm or even death.

Using the device with other parts than those provided with the device will
lead to loss of warranty.

Do not tamper with or modify the device in any way since this can lead to
harm and will also lead to loss of warranty.

The device should only be used by adult patients.

The device is for single-patient use only due to hygienic reasons. Apart from
when used via a medical clinic and with written consent from Hidroxa Medical
AB.

The device should only be used in the intended treatment areas: hands, feet
and/or underarms.

Only connect the device to electrical outlets with: 100-240V and 50-60 Hz.

This device is intended for use on intact skin only. Using it on damaged skin
can lead to skin irritation or even wounds/minor burns and be associated with
intense pain.

Note: Exception is small cuts that can be covered with a thick layer of Vaseline
to protect them from the current. If the cuts hurt during treatment, or any
other part of the skin hurts, for that matter, abort the treatment immediately.

Treatment should never be painful. Start with a low current level and adjust
according to the sensation. If the treatment is painful, lower the current level
to a tolerable level.

No jewellery should be worn during treatment to avoid the risk of electrical
minor burns. Make sure to remove them before starting the treatment.

Nothing can(or should) be added to the treatment water.
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22.

23.

24.

25.

Antiperspirants, creams and other products on the skin can cause skin
irritation and other reactions during treatment. Make sure to remove A
all of those before treatment.

The skin should never come in direct contact with the electrodes. Always
make sure that the electrodes are fully covered by the pockets or towels
provided with the device. If the skin is exposed to direct contact with the skin
this may lead to harm such as skin irritation or even minor burns.

Only potable water should be used with the Hidroxa SE30, which
normally means pH 6.5 to 8.5. If water with extreme pH is used this
could lead to side effects such as chemical minor burns among others.

Delivering drugs is not part of the Hidroxa SE30:s intended use and the device
should not be used for this purpose.

Maintenance or cleaning is not allowed to be performed on the device during
active treatment.

Should there be any issues with the device, including malfunction, contact
Hidroxa customer care for assistance.

WARNING: Place the device so that the power socket is easily accessible.
WARNING: The device includes cables that may pose a strangulation hazard if
improperly handled or if accessible to vulnerable individuals, such as children.
When the device is not in use, store it in a location where the cables are not
accessible to vulnerable individuals.

WARNING: This device is for indoor use only. Avoid exposure to rain, excessive
humidity, high temperatures, dust or direct sunlight.

Only use the device if you are able to fully interact with the Human-Machine
Interface (HMI). If you have a disability that prevents this, seek assistance for
proper setup and operation.

WARNING: The device should be kept away from children and pets.

Instructions for Use -English- Rev 8.0,
2025-12-18




1.4 Potential side effects

1. Skin irritation, itching, redness, blisters or even minor minor burns are
possible side effects of this treatment. To reduce this risk always make sure
to keep the current level tolerable and never painful. Should any side effects
occur, wait until they have subsided before performing additional treatments.
(The device should only be used on intact skin).

Numbness of the muscles.
Tingling sensation of the skin.
Increased sweating is common in the first few treatments.

v B W N

Dryness of the skin can occur and can be reduced with moisturising lotions in
between sessions.

6. Contact allergy with the Aluminium in the electrodes. If you notice any
reaction in the treated area, seize treatment and contact customer care as
well as your healthcare provider.

7. Minor electric shocks can occur and are harmless. It is safe to remove the

hands/feet/underarm electrodes at any time during active treatment.

2. Mechanism of action

The mechanism of action for potable water iontophoresis as a treatment of
hyperhidrosis is not fully understood. Several hypotheses have been proposed

in different medical papers. One of them is that the ions in the water form a
mechanical blockage that prevents sweat from coming out of the sweat glands,
resulting in less sweating. Another theory is that the treatment affects the nerve
impulses connected to the sweat glands which leads to reduced activity in the
glands and thus reduced or seized sweat production.

Recent studies suggest that iontophoresis increases the threshold value in the
nerve cells so that more stimuli is required for an action potential, a signal to the
sweat gland, to arise.

lontophoresis is an effective treatment for hyperhidrosis in many cases but not
a cure. Regular maintenance treatments are needed to maintain the achieved
results.
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3. Intended use

The intended use of this tap-water iontophoresis device is to treat patients with
hyperhidrosis (excessive sweating) of the palms, feet, armpits.

3.1 Intended users

The patient is the intended user. Intended users are men and women, adults with
no contraindications suffering from palmar, plantar and/or axillary hyperhidrosis.
Outside of the USA the intended user is also caregivers administering treatment
to/supervising children aged 12 years and older who experience hyperhidrosis in
the same areas. No previous knowledge or education is necessary. The support of
the user manual (and if preferred, the instruction video) is enough information to
operate the device.

Operators of the device can be the patient/user or healthcare personnel,
operating the device on behalf of the patient in a clinic. In some cases the
healthcare personnel will introduce the device to the end user, the patient and
help them get started with the treatments, but that is not mandatory.

Contraindications for the use of the Hidroxa SE30 iontophoresis device are:
patients with a pacemaker, patients who are pregnant or patients that have a
metal implant in their body in the way of the current like IUD, patients with ICD,
patient with heart problem, patients with seizure disorders, patients with affected
sensation of the treatment area, patient with damaged skin that cannot be
covered with Vaseline (until healed).

A NOTE! Prescription only product in the USA

3.2 Treatment outcome and procedure

The desired treatment result is decreased sweating of the body parts treated
and thus eliminating or reducing the physical, psychological and social effects of
the excessive sweating and thereby increasing life quality. This is done by driving
a small electrical current through the intact skin in the affected areas, either
directly via the soaked electrodes or via water in two water bins. The intended
treatment time is 0-40 minutes per session. This treatment can be done at home
by the patient themselves or at a clinic with the aid of a medical professional.
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3.3 Use environment

n. Parts are for single person use due to hygenic reasons. It can be used by
multiple users only after written consent from Hidroxa Medical AB. A
Parts like electrodes are then personal.

2. The device is mainly intended for home use but clinic use is
also possible.

3. The device may not be used in near proximity to water or excessive humidity
except for the potable water used in the bins intended for the treatment.

The device must be placed on a stable surface.
5. Always disconnect the device from the electrical outlet when it is
not used to avoid premature wear.
6. The device may not be used in close proximity to other electrical equipment
due to the risk of electrical interference.
7. The device should only be used at room temperature (20-40 °C / 68-104 °F).
8. This device should not be placed in close proximity to any heat source
such as for example a fireplace.
9. Indoor use only. Do not use this device outdoors.
no. Do not expose this device to direct sunlight.

1. Do not tamper with the device or use it in any other way than intended
according to the IFU(Instruction for use) or adverse events can occur and it

will also lead to loss of warranty.

4. Individual treatment schedule

Settings for iontophoresis are very individual. Some studies show a mean time of
12 treatments before desired results are seen but it can vary a lot from person to
person. We recommend daily (or as often as possible) use until results are seen
and then performing treatments more seldom, every other day, every third day
etc until the optimal treatment interval for maintenance treatments is found. That
usually means 1-2 per week but also varies a lot from person to person.

The effect is a result of the sum of current level and treatment frequency/
duration. The higher effect, higher frequency and/or longer duration of
treatments, the faster and more effective results, but overtreating at too high
current/too long treatment levels will most likely lead to discomfort and skin
irritation/minor burns. This could mean that the treatments will have to be paused
until the skin has recovered which will mean longer time until seen results.
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4.1 Find your personal settings

Current level: The highest comfortable current level is the one you should use.
The treatment should not hurt. Pain is an indicator that the current is too high
and can lead to adverse effects like skin irritation or even minor burns. There is
a function to help you find your optimal comfortable current level. Please see 7.6
Find optimal current level for details on how to use this function.

Water level: Fill the water bins with so much water that it covers the treatment
area (including the towel covered electrodes), make sure that the towels that
cover the electrodes are fully soaked. For treatment of the armpits, make sure the
sponge pockets are dripping wet.

Current mode: Pulsed current is often more comfortable and recommended

for everyone in the beginning. Should that be ineffective, switching to constant
current can be an option, but we recommend that you contact Hidroxa Customer
care to discuss this.

Treatment time: Regarding suitable treatment time, please see section 4.2 Initial
treatments for further details.

Polarity mode: Recommended polarity mode is automatic shift. If you would like
the treatment to be focused on only one side or simply shift polarities manually
you can set either one of the electrodes as the positive pole. Please see section 7.5
Polarity mode for details.

NOTE! Listen to your body and do not perform painful treatments!
Stop treatment and adjust current level to tolerable level.

4.2 Initial treatments

For the initial treatments we recommend daily to every other day use at the
highest comfortable level. Results are often seen within 2 weeks but can vary from
person to person. Follow this schedule until the desired results are seen and then
switch to maintenance treatments. We usually recommend 20 minute sessions for

the armpits and hands. For the feet 20-40 minute sessions are recommended.

4.3 Maintenance treatments

Maintenance treatments are performed to maintain the achieved results.

Do not perform them more often than necessary to avoid skin irritation and
overtreatment. When desired results are seen, try performing the treatments
more and more seldom to see what schedule suits you. For many, 1-2 treatments
per week is suitable for maintenance. Finding the optimal maintenance schedule
can be a little time consuming but is worth the time if you want to maintain your
treatment results. For the maintenance treatments 20 minute sessions for the
armpits and hands is usually recommended. For the feet 20-40 minute sessions
are recommended.
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5. Device description
Hidroxa SE30 iontophoresis device components:

Main device
(Art: SE30-011)

Foot/hand electrodes (Pair)
(Art: SE30-013)

Towels (Pair)
(Art: SE30-014)

Underarm electrodes (Pair)
(Art: SE30-018)

AC-adapter
(Art: SE30-012)

Underarm electrode pockets
(Art: SE30-019)

Cables (Pair)
(Art: SE30-016)

Instructions for use
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Water bins (Pair)
(Art: SE30-017)
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5.1 Introduction to device features

In this section, we’ll provide an overview of the product’s features and functions.
Understanding these features is important for safe and proper use.

Alternating polarity

»

»

This feature works by switching the polarity of the electrical current being

delivered to the skin during the treatment.

Here are some potential benefits of an alternating polarity feature:

e Reduces the risk of skin irritation: By alternating the polarity of the
current, the device can help prevent skin irritation.

* Improves treatment effectiveness: Alternating the polarity of the current

will help the treatment become more even which can increase the
effectiveness of the treatment.

Pulsed current mode

»

In pulsed current mode, the device delivers a series of short bursts of
electrical current to the skin.

This mode can be useful for reducing the sensation of tingling or itching on the
skin, as the bursts of current are less intense than a constant current.

Pulsed current mode may be more suitable for people with sensitive skin or
those who are new to iontophoresis.

Constant current mode

»

In constant current mode, the device delivers a steady stream of electrical
current to the skin.

This mode can be useful for delivering higher energy to the skin and for
treating more severe hyperhidrosis where pulsed current mode was deemed
insufficient.

Constant current mode may be more suitable for people with less sensitive
skin or those who are looking for a more intensive treatment.

Instructions for Use -English- Rev 8.0, 11
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Timer

»  The timer function allows the user to customise the length of the treatment to
suit their individual needs.

»  Helps to ensure that the treatment is consistent: By setting the timer to the

same duration each time, the user can help ensure that they are receiving a
consistent treatment each time they use the device.

»  Helps to prevent overuse: The timer function can help prevent the user from
using the device for longer periods of time than recommended, which could
potentially lead to skin irritation or other adverse effects.

5.2 Device connectors

In this section, we will provide information on the various connectors and ports
that are located on Hidroxa SE-30.

a—
—

NR | Description
1 Electrode output, E1
2 Power input, 12V @ 500mA.
3 Electrode output, E2
12 Instructions for Use -English- Rev 8.0,
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5.3 Technical specifications

This section covers the device’s technical specifications. If you have any questions,
please contact the manufacturer or a healthcare professional.

Dimensions 107 X 104 X 70mm
Weight 226 g
Power source AC/DC power supply unit

(FRIWO; FW8002.1M/12
Input: 100-240 V AC / 50-60 Hz
Output: 12v DC@600mMA Max. 7.2 Watt

Operating conditions

- Temperature +5 °Cto + 40 °C / +41 to +104 °F
- Max. relative humidity 15 - 90 % humidity non condensing
- Atmospheric pressure 700 to 1060 hPa

Transport / Storage conditions

- Temperature -25°Cto+70°C/-13 to +158 °F
- Max. relative humidity 15 - 90 % humidity non condensing
- Atmospheric pressure 500 to 1060 hPa

Output Direct current mode (CC)

- Output voltage 0 -60V

- Output current 1-30mA

Output Pulsed current mode (PC)

- Output votlage 0-60V
- Output current 1-30mA (Peak current)
0.8 - 24mA (Effective current level)
- PWM Frequency 10 kHz
- Duty cycle 80%
Accuracy
Displayed current accuracy +-1,5 mA
Steady state Current accuracy +-1 mA
EM Disturbance Current Tolerance +-3mA

NOTE! Mains plug of the power supply unit considered as disconnecting
device from the mains

Instructions for Use -English- Rev 8.0,
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6. Device setup

In this section, we will provide instructions on how to properly set up and prepare
the device for use. It is important to carefully follow these instructions in order
to ensure the safety and effectiveness of the product. This section will include
information on how to assemble the device and any other relevant preparations
that should be made before using the product. Please read through this

section carefully and follow all instructions provided. If you have any questions

or concerns about setting up and preparing the device, please contact the
manufacturer or a qualified healthcare professional.

6.1 Preparations

Proper preparation is essential for the safe and effective use of our medical
device. Before use, please carefully read and follow the instructions in this section
to ensure that you are ready to start the treatment. If you have any questions or
concerns about the preparation of the device, please consult the user manual or
contact the manufacturer for assistance.

ACaution! Before you start a treatment, please note the following:

1. Make sure you have read and fully understood the user manual.

2. Make sure you have read all contraindications and that they do not apply to
you.

Only use the parts provided with the device.

Do not use the device if any parts are damaged.
Use only clean, potable, lukewarm water.
Remove all metal jewellery before treatment.

N ouv bW

Clean the skin of the treatment area. This includes removing all products
from the skin like creams and antiperspirants.

8. Only use the device on intact skin except for small cuts that have to be
covered in a thick layer of Vaseline.

9. Clean you hands before handling the device.

To set up the device for treatment

Put the Hidroxa SE-30 main device on a stable, flat surface. Make sure you have all
parts needed and follow the steps on the next page.

Instructions for Use -English- Rev 8.0,
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6.2 Device setup & treatment of the hands/feet

This section covers device setup for hand/foot treatment. Follow these
instructions for safe and effective use.

A NOTE: The water should not cover more than necessary.

) (5 )

Fill up the water bins Put the electrodes Connect the cables
in the water bins. to the electrodes

\ (one in each)

v
o ®)

Gl

Connect the cables Cover the electrodes Plug in the power
to the device with towels adapter to the device

"
NR | Description

1 | Fill up the water bins so that the treatment area is covered with water.

2 | Put the electrodes in the water bins, one in each. Make sure that the

electrodes are not damaged.

3 | Connect one electrode cable to each electrode.

4 | Connect each electrode cable to each outlet on the device.

5 | Make sure the surface of the electrodes are fully covered by the towels.

6 | Plugin the AC-adapter to start the device and follow the instructions under

Treatment settings.

Instructions for Use -English- Rev 8.0,
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Proper setup for treatment of feet.

If you have any doubts or
concerns about setting up the
treatment, please feel free to
reach out to us for assistance.

6 Instructions for Use -English- Rev 8.0,
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6.3 Device setup & treatment of the underarms

This section covers device setup for underarms treatment. Follow these
instructions for safe and effective use.

o

Soak the sponge
pockets of the armpit
electrodes in
lukewarm water.

Put the armpit
electrode in electrode
sponge pockets

Connect the cables
to the electrodes

]

v

0 ) ©

Connect the cables % Plug in the power
to the device adapter to the device

— J

NR | Description

1 | Soak the electrode sponge pockets in water.

2 | Put the armpit electrodes in their sponge pockets, one in each. Make
sure that the electrodes are not damaged.

3 | Connect one electrode cable to each electrode.

Connect the electrode cable to each outlet on the device.

5 | Plug in the AC-adapter to start the device and follow the instructions
under Treatment settings.

Proper setup for treatment of
underarms

If you have any doubts or

concerns about setting up the
treatment, please feel free to
reach out to us for assistance.

Instructions for Use -English- Rev 8.0, 17
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6.4 Start treatment
This section covers how to start the treatment after the device setup.

NOTE! Avoid sudden movements during treatment. These can cause
current fluctuations and may lead to minor electric shocks.

A NOTE! Ensure proper contact between the electrode and the
treatment area to avoid concentrated currents in small skin areas,
which can cause irritation and minor burns.

Make sure settings
are correct

Place your hands/feet
on the covered

electrodes. One in
each container

OR

Place one sponge-
covered electrode in
one armpit, and the

other one in the other

Press|®] and hold it
for >2s

symbol

start to blink

Treatment running

shall

Current will sIowa
ramp up. Treatmen
is conducted.

Treatment runnini
symbol shall
be lit

A

armpit.

)

Treatment is
completed when
timer reaches 0 min

The device will start
beeping and
showing 00 mA and
00 min.

NOTE! Once treatment is started, no settings can be changed except for
the current level. To change current level, simply using the {T button to
increase the current level and the [:‘ button to decrease the current.

NOTE! To stop or pause the treatment, simply remove one or both body
parts from the electrodes.

NR | Description
1 | Please read the parts Individual treatment schedule and Treatment
settings in the Hidroxa SE-30 IFU (Instructions For Use).

2 | The treatment settings are set and the device is ready for treatment.
3 | The @symbol indicate that the device is ready to begin treatment,
the device is awating that the treatment current loop is closed.

4 | The treatment loop is closed. No current will run in the circuit before

this step.

18
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5 | The device senses that the current loop is closed and starts the treatment.

6 | Treatment is now running.

7 | Treatment finished. The device will make an audible “beep” and treatment
output current is disabled.

6.5 After treatment
This section covers the process after completion of the treatment.

corrosion.

AN

Note! Wipe away any water from connectors, to prevent excessive

Note! It is important to store the device in a location not accessible for
children or pets as well as according to the storage chapter.

- N\ a a T ( a y
Disconnect the || Disconnect electrode —,# Hang dry the
_power to cables from device towels / electrode
Hidroxa SE-30 . and electrodes J pocket
- J
+ i |
4 e ) ( e A ( e R
Remove electrodes |—===3| Pour out the water |————j»| Clean an‘(ll,and store
from water bins from the bins according to
\ P L y \ 11. page 26
NR | Description
1 | Disconnect the power supply from the wall mains.
2 | Disconnect the electrode cables.
3 |Itisimportant to ensure that the towels/electrode pockets are dry to
prevent microbial growth.
4 |Remove electrodes from the water bins and let dry.
5 | Pour out the water from the water bins and let dry.
Store the device.

Instructions for Use -English- Rev 8.0,
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7. Treatment settings

This is a guide to the settings of the Hidroxa SE30 and how to navigate the menu
of the main device:

Note: Current is set and measured in milliamperes (mA). Treatment duration is set
and measured in minutes (Min).

f Hidroxa \

O B . 235

@ j"'Act A
":" .h.hmA©

prp— Auto E1E2

O | || |SET

QAT/ N l/w

®60 066000

NR NR | Description
1 | Timer 8 | Set current level for treatment
2 | Treatment running 9 | Warning; Error detected
symbol
3 | Alternating polarity 10 | Find optimal current level mode
active active
4 | Current mode; 11 | Active polarity mode; Auto, E1, E2

Constant current:
Pulsed current: e= e« =

5 | Start/end treatment 12 | SET button; Menu navigation
button
6 | Change setting / Increase | 13 | Change setting / Decrease value
value
7 | Real time current during
treatment
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7.1 Device menu

The[;:-button is used to step between menu settings. Inside the menu, the active
settings value will start to flash and can now be adjusted with the | ¥ or|4 button.
When desired value is reached either move to the next menu setting, by pressing
the [;:-button again or start treatment by pressing@-button.

NOTE: The settings menu cannot be accessed during treatment.
The menu order is the following:

To step into menu; 1 x “ button press

Q[Current mode; Pulsed/Constatn current ]

[ First menu option

Current level; 1 - 30 mA

v

[ Treatment duration; 1 - 40 min } —i}[ Polarity mode; Auto, E1 or E2 ]

7.2 Current level

The user can change the set current level for the treatment by using the ﬁ
-button to increase the current level and the F:-button to decrease the current
level. If another setting menu is currently active, the current level cannot be
changed as long as that menu is active. For each button press, the set current
level will be increased/decreased with 1mA. The treatment current level can be set
between 1mA up to 30mA.

7.3 Current mode

The device is equipped with two types of current modes, pulsed current mode
and constant current mode. In pulsed current mode the voltage/current will be
switched on/off with short pauses which makes the treatment more comfortable.
(Output current will pulse with a frequency of 10kHz with a duty cycle of 80%
which means that the device will output current 80% of the time). During constant
current operation, the output will be fixed and will not be switched.

. Pulsed current mode Yol Constant current mode

80%  20% 100%

Time Time
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To select the Current mode press the [s?f—button 2 times in a row, provided that
the menu has not been previously accessed. Pulsed mode is symbolised with

= = = and constant current mode is symbolised with . The active current
mode symbol pulsed or constant will now flash. Adjust the current mode by using

the F or [i;-button.

7.4 Treatment duration

The treatment duration can be set by navigating to the treatment duration setting.
Press the [[:?—button 3 times in a row, provided that the menu has not been
previously accessed. The $)BEBu, symbol will now flash. Adjust the treatment
duration by using the ﬁ—button to increase the treatment duration and the
F—button to decrease the timer duration. For each button press the timer
duration will be increased/decreased with 1 minute. The treatment duration can
be set between 1 minute and 40 minutes.

7.5 Polarity mode

The device can be set to 3 different polarity modes.
Automatic polarity mode: Auto

Forced polarity E1: E1

Forced polarity E2:E2

The positive pole performs the majority of the effect.

The automatic polarity mode will decrease the risk of uneven treatment effect.
This is accomplished by shifting the postivit/negative pole so that both treatment
areas get the same amount of time with a specific polarity. If automatic polarity
mode is chosen, the polarity will be switched after half the set treatment duration.

If the user wishes, it is possible to manually set which electrode is the positive
pole, E1 or E2. The other pole is then the negative pole. When manual poles are
selected no switch of polarity will take place during treatment.

To change and set the polarity mode, the user shall press the [;f-button 4 times
in a row, provided that the menu has not been previously accessed. The active
polarity mode will now start flashing. Change the polarity mode by pressing the

Forﬁ-button.

NOTE: When the automatic polarity mode is activated and the polarity is switched
during treatment, the U-symbol will be lit up to inform the operator/patient
about the polarity shift. During the polarity shift the patient might feel a tingling
sensation when the current is ramped up to the return to the treatment current
level.

Instructions for Use -English- Rev 8.0,
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7.6 Find optimal current mode

In order to get an optimal effect from the treatment it is important that the user
finds a suitable treatment current level. The Find optimal current mode is designed
to ease the process of doing so.

The Find optimal current mode will increase the current with 1mA / 5 seconds
from 1mA to 30mA. As soon as the patient feels discomfort, the patient should
break the output treatment loop (e.g. disconnect the treatment area from the
electrodes). This current level value will then be deducted with 1mA and stored in
the device memory. Next time the device is started the current is pre-configured.

To activate the find optimal current mode, the user shall press both the W+F
-buttons at the same time for longer than >2s. When the mode is activated the
@-symbol will be lit and the @-symbol flashing, indicating that the session is
ready to be started, by closing the treatment loop (e.g. connect the treatment area
to the respective electrode) the session will start and the@ -symbol will stop
flashing and stay lit.

8. Safety features

This section covers the device’s safety features. Understanding these features is
important for safe operation of the device.

e Timer function: The device will automatically shut off after the set amount of
time (treatment duration) has elapsed to prevent overuse and potential skin
irritation. The user can set the shut-off time according to their needs between
1- 40 minutes.

e Low current indicator: The device will display a warning if the current level
cannot be reached, so that the patient/operator is informed that the desired
current is not reached.

e Safety cut-off switch: The device will automatically shut off if it detects any
abnormal conditions, such as an unusually high or low current level, to protect
the user from potential harm.

e Overcurrent protection: The device is designed to protect against overcurrent,
which can occur if the electrical current exceeds a certain level. This can help
prevent electrical shocks and damage to the device.

e Child lock: Prevent children from starting the device by accident.

ANOTE! Children and pets should not have access to the device at any time.
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9. Troubleshooting

The troubleshooting section of the Hidroxa SE-30 manual is here to help you
resolve any issues you may be experiencing with your Hidroxa SE-30. The section is
organised by problem, so you can quickly find the issue you are experiencing and
follow the steps provided to try to resolve it. If you are unable to resolve the issue
on your own, a list of error codes and their meanings is provided at the end of the
section. You can use this list to help identify more specific issues with the product.
If the issue you are experiencing is not listed in the troubleshooting section, or

if you are unable to resolve the issue using the provided steps, please contact
customer support for further assistance. Information on how to contact customer
support is provided at the end of the troubleshooting section.

Problem Solution Additional
description information

The device does | ¢ Check to make sure that the device is
not turn on properly plugged in.

e Check the power outlet to ensure that it
is working.

e Check the power cord for any visible
damage. If the cord is damaged, it has to
be replaced before the product can be
used.

The treatment e Check to make sure that the electrodes
does not start are properly plugged in.
e Make sure the treatment area is

connected to the device and has good
contact.

Treatment current | ¢ Check to make sure that the electrodes

does not reach are properly plugged in.
the set current | . \ake sure the treatment area has good
value contact with the electrodes.
24 Instructions for Use -English- Rev 8.0,

2025-12-18



Problem description

Solution

Additional information

The device shows
error OC during
treatment.

e If you lift one hand
from the electrode.
The screen will
show "OC". Resume
treatment by placing
the hand on the
electrode again.

e Check to make sure
that the electrodes are
properly plugged in.

e Make sure the
treatment area has
good contact with the
electrodes.

The OC (Open Circuit), is
detected as soon as the
treatment loop is broken.
(Would be triggered if the
patient during treatment
lifts eg. his/her hand from
the electrode).

The device shows
error SC during
treatment.

e Check to make sure
that the electrodes are
properly plugged in.

e Make sure the
treatment area has
good contact with the
electrodes.

The SC (Short Circuit), is
detected as soon as the
treatment loop is short
circuit. The error can
also occur during rapid
resistance changes.

10. Error codes

If you are experiencing an issue with your iontophoresis device, it may display
an error code on the screen. The error code can help identify the cause of the
issue and assist you in troubleshooting the problem. The following table lists the
error codes that may be displayed on your device, along with their meanings and

suggested solutions.

equipment.

Customer care.

Error code | Problem Solution
description
Eo OutputControl e Restart the device
Error If the issue persists, please contact Hidroxa
Customer care.
E1 CurrentMirror e Check to make sure that the electrodes
UnderCurrent are not connected to any other electronic

e Restart the device

If the issue persists, please contact Hidroxa
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Error code | Problem Solution
description
E2 Current Mirror e Check to make sure that the electrodes are not
OverCurrent connected to any other electronic equipment.
e  Restart the device
If the issue persists, please contact Hidroxa Customer
care.
E3 Boost e Restart the device
OverVoltage If the issue persists, please contact Hidroxa Customer
care.
Eq Boost e Restart the device
UnderVoltage If the issue persists, please contact Hidroxa Customer
care.
Es Current Mirror e Check to make sure that the electrodes are not
OverVoltage connected to any other electronic equipment.
e  Restart the device
If the issue persists, please contact Hidroxa customer
care.
E6 Current Mirror e Check to make sure that the electrodes are not
UnderVoltage connected to any other electronic equipment.
e  Restart the device
If the issue persists, please contact Hidroxa customer
care.
E7 Efuse e  Restart the device
Over Current If the issue persists, please contact Hidroxa Customer
care.
E8 Ram Error e Restart the device
If the issue persists, please contact Hidroxa Customer
care.
Eg FWError e Restart the device
If the issue persists, please contact Hidroxa Customer
care.
SC Short Circuit See 9.Troubleshooting: The device shows error SC
during treatment.
ocC Open Circuit See 9.Troubleshooting: The device shows error OC
during treatment.
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11. Maintenance & Cleaning

The Hidroxa SE30 iontophoresis device does not require any service or
maintenance work, so long as the device is operated according to the instructions
of use.

The parts are consumables with a limited life span of maximum 1 year.

Clean after every use the electrodes, the controller and water bins by wiping them
off with a mildly moist soft cloth. Then leave them out to air dry until completely
dry.

Rinse the sponge pockets and hand wash the towels and squeeze them to remove
excess water. Then leave them out to air dry until completely dry.

A Warnings

1.  Warning! Do not use any cleaning substances but only water when cleaning
the device and its parts.

Never put the main device or the AC adapter in contact with water.
Never use chemicals or solvents to clean the device.
Always be careful to avoid spilling water on the electrical parts of the device.

u p W N

Electrodes, towels, cables and electrodes pockets are consumables that will
have to be exchanged with time before the end of the life span of the main
device.

6. The electrodes may change colour even after the first treatment which is
normal.

7. Allowing sponge pockets or towels to remain wet and dirty can promote the
growth of bacteria, mold, and other harmful microorganisms. Always ensure
that they are cleaned and dried thoroughly after use to prevent biological
growth and potential health hazards.

i'i Note: Do not use any other methods of cleaning your device as it can
affect the safety and life span of the device.

12. Transport and storage

The device is to be handled with caution. It can be stored at -25°C to +70°C (-13°F
to +158°F) @ 15% to 90% RH. The device is to be stored in a dry place. The device
is not to be stored in direct sunlight. The device is suitable for air transport. Make
sure the device is clean and dry before storage.
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13. Guidance and manufacturer’s declaration — EMC

A Warnings

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

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

3. Portable RF communications equipment (including peripherals such as
antenna cables and external antennas) should be used no closer than 30 cm
(12 inches) to any part of the Hidroxa SE30, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment
could result.

4. This device must not be used in MRI environments.

The Hidroxa SE30 was tested according to the recommendations of IEC TR
60601-4-2: Medicalelectricalequipment —Part4-2: Guidance and interpretation
—Electromagnetic immunity:performance of medical electrical equipment and
medical electrical systems.

The device is intended for use in the electromagnetic environments listed below,
and should only be used in such environments:

Emissions test Compliance | Electromagnetic environment — guidance

RF energy is used only to maintain
device’s operation. Therefore, its RF
CISPR 1 Group 1 emissions are so low that it’s not likely
to cause any interference in nearby

electronic equipment.

Conducted Disturbance Class B

RF emissions Class B
CISPR 11 Group 1 The dgwce is SU|'tabIe for use in a!l

- — establishments, including domestic
Harmonic emissions Class A establishments and those directly
IEC 61000-3-2 connected to the public low-voltage
Voltage fluctuations / power supply network that supplies
flicker emissions IEC Complies buildings used for domesticpurposes.
61000-3-3
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Guidance and manufacturer’s declaration - electromagnetic emissions

The device is intended for use in the electromagnetic environments listed below,
and should only be used in such environments:

Immunity test

IEC 60601
test level

Compliance level

Electromagneticenviron-
ment

Electrostatic discharge

+ 8 kV contact dis-

+ 8 kV contact

Floors should be wood,

IEC 61000-4-8

(ESD) charge discharge concrete orceramic tile.
IEC 61000-4-2 If floors are covered with
+15 kV air discharge +15 kV air dis- synthetic material, the rela-
charge tive humidity should be at
least 30 %.

Power frequency 30 A/m 30 A/m Power frequency magnetic

(50 or 60 Hz)magnetic fields should be at levels

field 50 or 60 Hz 50 or 60 Hz characteristic of a typical

location in a typical com-
mercial or hospital environ-
ment.

Resistance against elec-
trical fast transient/
burst

+ 2 kV for power sup-
ply lines

+ 2 kV for power-
supply lines

Mains power quality should
be that of a typical com-
mercial or hospital environ-

IEC 61000-4-4 +1kV for input/out- +1kV for input/ ment.

put lines output lines
Surge + 2 kV Power lines + 2 kV Power lines | Mains power quality should
IEC 61000-4-5 be that of a typical com-

mercial or hospital environ-
ment.

Interruptions and volt-
age variations on power
supply input lines

IEC 61000-4-11

0 % UT; 0.5 cycle
At 0°, 45°, 90°,135°,
180°, 225°, 270° and
315°.

0 % UT; 1 cycle

70 % UT; 25/ 30
cycles

0% UT; 250 / 300
cycles

0 % UT; 0.5 cycle
Ato®, 45°, 90°,
135°,

180°, 225°,

270° and 315°.
0% UT; 1 cycle

70 % UT; 25 cycles
0 % UT; 250 cycles

Mains power quality
should be that of a typical
commercial or hospital
environment. If the user
of the device requires
continued operation during
power mains interruptions,
itis recommended that the
device be powered from an
uninterruptible power sup-
ply or a battery.

The device is intended for use in an electromagnetic environment where radiated
RF disturbances are under control. The user can help prevent electromagnetic
interference by keeping the device at a minimum distance from portable and
mobile RF communications equipment (transmitters).
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The following table details the maximum output power of the communication

device:

Rated maximum Separation distance according to frequency of transmitter (m)

;’r‘;tn”sur;i‘t’fe":‘?\r/\/‘;f 150 kHz to 80 MHz 80 MHz t0 800 MHz | 800 MHz to 2.5 GHz
d=1.20P d=120P d=2.30°P

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 7-3

100 12 12 23

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

The device is intended for use in the electromagnetic environments listed below,

and should only be used in such environments:

IEC 61000-4-6 | At 0.15-80 MHz At 0.15-80 MHz
6V rms 6V rms
At ISM & Radio At ISM & Radio
Amateur Freq. Amateur-Freq.
Radiated RF 10 V/m at 80-2700 | 10 V/m at 80-
IEC 61000-4-3 MHz (AM Modula- 2700 MHz (AM-
tion) Modulation)

Immunity test IEC 60601 Compliance
Electromagnetic environment
test level level
Conducted RF 3V rms 3V rms Portable and mobile RF communications

equipment should be used no closer to
any part of the device, including cables,
than the recommended separation dis-
tance calculated from the equation appli-
cable to the frequency of the transmitter.

Recommended separation distance
d= 1.21-"F

d=1.2y7 80 MHz zu 800 MHz

d =2.3¥FP 800 MHz zu 2.5 GHz

where P is the maximum ouput power
rating of the transmitter in watts (W) ac-
cording to the transmitter manufacturer
and d is the recommended separation
distance in metres (m). Interference
may occur in the vicinity of equipment

)

marked with the following symbol: §
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Immunity test

IEC 60601

test level

Compliance

level

Electromagnetic envi-
ronment

Proximity mag-
netic fields

IEC 61000-4-39

30 kHz; 8 A/m; CW
134 kHz; 65 A/m;
PM:2,1 kHz

13,56 MHz; 7,5 A/m;
PM: 50 kHz

30 kHz; 8 A/m; CW
134 kHz; 65 A/m;
PM:2,1 kHz

13,56 MHz; 7,5 A/m;
PM: 50 kHz

RFID, WPT and similar
equipment should be
used no closer to any
part of the device,
including cables, than
the recommended
separation distance
15 cm.

Proximity
fields form RF
wireless com-
munications
equipment

IEC 61000-4-3

385 MHz; Pulse Modu-
lation: 18 Hz; 27 V/m
450 MHz, FM + 5 Hz
deviation: 1 kHz sine;
28 V/m

710, 745, 780 MHz;
Pulse Modulation: 217
Hz; 9 V/m

810, 870, 930 MHz;
Pulse Modulation: 18
Hz; 28 V/m

1720, 1845, 1970 MHz;
Pulse Modulation: 217
Hz; 28 V/m

2450 MHz; Pulse
Modulation: 217 Hz; 28
V/m;

5240, 5500, 5785 MHz;
Pulse Modulation: 217
Hz; 9 V/m

385 MHz; Pulse Modu-
lation: 18 Hz; 27 V/m
450 MHz, FM + 5 Hz
deviation: 1 kHz sine;
28 V/m

710, 745, 780 MHz;
Pulse Modulation: 217
Hz; 9 V/m

810, 870, 930 MHz;
Pulse Modulation: 18
Hz; 28 V/m

1720, 1845, 1970 MHz;
Pulse Modulation: 217
Hz; 28 V/m

2450 MHz; Pulse
Modulation: 217 Hz;
28 V/m;

5240, 5500, 5785
MHz; Pulse Modula-
tion: 217 Hz; 9 V/m

Portable and mobile
RF communications
equipment should be
used no closer to any
part of the device,
including cables, than
the recommended
separation distance
30 cm.

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 reflection from structures, objects and people.

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

should be observed to verify normal operation. If abnormal performance is observed.
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Hidroxa SE30 Compliance level - IEC TR 60601-4-2

Test

Compliance level - IEC TR 60601-4-2

Electrostatic Discharge
(IEC 61000-4-2)

Contact Discharge: 4 kV

Air Discharge: £2 kV, £4 kV, £8 kV

Radiated RF EM filed
(IEC 61000-4-3)

80-2700 MHz; 1kHz AM 80 %; 3 V/m

Proximity fields form RF wireless
communications equipment
(IEC 61000-4-3)

385 MHz; Pulse Modulation: 18 Hz; 6 V/m
450 MHz, FM + 5 Hz deviation: 1 kHz sine; 9 V/m

710, 745, 780 MHz; Pulse Modulation: 217 Hz; 3
V/m

810, 870, 930 MHz; Pulse Modulation: 18 Hz; 9
V/m

1720, 1845, 1970 MHz; Pulse Modulation: 217 Hz;
9 V/m

2450 MHz; Pulse Modulation: 217 Hz; 9 V/m;

5240, 5500, 5785 MHz; Pulse Modulation: 217 Hz;
6 V/m

Electrical fast transients / bursts
(IEC 61000-4-4)

Power lines: 1 kV; 100 kHz repetition frequency

Surges
(IEC 61000-4-5)

L-N: 1kV at 0°,90°,180°,270°

Conducted disturbances inducted
by RF fields
(IEC 61000-4-6)

0.15-80 MHz; 1kHz AM 80 %; 3 Vrms

Rated power frequency magnetic
fields
(IEC 61000-4-8)

30 A/m, 50 Hz

Voltage dips / Voltage interruptions
(IEC 61000-4-11)

0 % UT for 0.5 cycle at 0°,45°,90°,135°180°,225°,
270°,315°

0 % UT for 1 cycle at 0°
70 % UT for 25/30 cycles at 0°

0 % UT for 250/300 cycles 0°
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14. Warranty

The warranty of the device is 2 years which covers the main device and the AC
adapter.

The warranty does not cover the parts which are consumables and will have
to be exchanged during the life span of the main device: the electrode cables,
electrodes, towels, sponge pockets and/or water bins.

The Hidroxa SE30 is for single-patient use and is not allowed to be sold for multi-
patient use or sold to multiple patients without a written statement from Hidroxa
Medical AB. If used by multiple users with the consent from Hidroxa Medical AB,

the parts remain single-patient use, due to hygenic reasons.

The warranty does not cover any kind of heat damage, water damage or any other
damage because of unintended use or misuse. The warranty covers issues that
arise during intended use or due to manufacturing issues.

Any tampering, repairing or damage of the device, not according to the warranty
will lead to full void of the warranty.

15. Signs and symbols

Sign or symbol | Description

Type BF. Patient part type — Body Floating

Caution, consult instructions for use.

Warning

Instruction for use must be read

Manufacturer

Manufacture date

LEOBPE

Specific device serial number

SN

MD Indicates that hte product is a medical device.
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Sign or symbol

Description

P21

Protected against solid objects over 12.5 mm.

Protected against vertically falling drops of water

c €XXXX

CE marking with identification number of the notified
body: Complies with XXXXXXX requirements.

| EC [REP|

European Authorized Representative/Authorized Rep-
resentative.

B

Disposal: Do not dispose this product as unsorted
municipal waste. Collection of such waste separately
for special treatment is necessary: Waste Electrical
Electronic Equipment (WEEE).

‘
A

Indicates a medical device that needs to be protected
from moisture.

T
O

Identifies a medical device is meeting the safety re-
quirements specified for Class Il equipment according
to IEC 61140.

LOT

Batch or lot code.

%

Device designed for indoor use.

Y

Indicates a medical device that can be broken or dam-
aged if not handled carefully.

Rx ONLY

Indicates that the product is a medical device and Fed-
eral Law (USA) restricts this device to be prescription
only in the USA.

Indicates the range of atmospheric pressure to which
the medical device can be safely exposed

Indicates the range of humidity to which the medical
device can be safely exposed

Indicates the temperature limits to which the medical
device can be safely exposed
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16. Disposal

The Hidroxa SE30 iontophoresis device contains electronic components. At the
end of its service life, the device has to be sent to an appropriate waste disposal
site in accordance with local regulations.

17. Contacting customer care

Should any malfunction of the device take place or any concerns regarding the
device or the use of the device arise contact Hidroxa customer care on the chat at
www.hidroxa.com or via email kundtjanst@hidroxa.com

Should a medical issue occur, contact your healthcare provider for medical
assistance as well as Hidroxa customer care for device support and for Hidroxa to
be able to follow up on adverse events.

18. Incident reporting

If you experience any adverse events or any type of harm while using our medical
product, it is important that you report them to both the manufacturer and
national authorities immediately. Adverse event reports can be submitted to

the manufacturer online, by email, or by the online chat and to the national
authorities via their designated reporting channels. Include as much information
as possible, such as the product serial number, the date of use, and a description
of the event. Your timely report will help us to continuously improve the safety
and effectiveness of our products and ensure the safety of public health.

19. Manufacturer

Hidroxa Medical AB
Bjorndammsterrassen 114,

433 42, Partille,

Sweden

Tel: + 46793 - 4143 - 28

Email: kundtjanst@hidroxa.com
Webpage: www.hidroxa.com
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20. Glossary list

36

HMI (Human-Machine Interface)

The user interface for interacting with electronic devices.
AC/DC Adapter (AC-dapter)

External power supply converting AC to DC for devices.

mA (Milliampere)

Unit for measuring small electrical currents.

Polarity

Direction of electrical current flow, + (positive) or - (negative).
Contraindication

Factors making a treatment or medication inadvisable.

Peak Current

Maximum instant current in a circuit.

Effective Current (for PWM)

Represents the average current in a Pulse Width Modulation (PWM) signal.
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Hidroxa Medical

Bjorndammsterrassen 114.
43342 Partille, Sweden

Kundtjanst@Hidroxa.com
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