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Battery Compartment with LOCK-button

IontoBravo allows the doctor or therapist to lock one program for the patient to use. In this
way the medical practitioner can be quite sure that the patient only uses the device with the
correct program. The LOCK-button can be pressed with a pin of the cable or any other suited
thin object. Pressing will fix the selected program so that different programs cannot be used
anymore.

S

UNLOCK-button
removes the
program lock and
shows global
statistics

Scheme for placement of 4 batteries type AA
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The Display

The screen of IontoBravo consists of two different parts. The first part - above and below

- includes fixed signs and symbols. All important informations for operation and therapy-mo-
nitoring are indicated here by numbers and letters. The second - shaded - area in the middle
provides an optical impression of the waveform that is currently used in the particular program
and names the used kind of IontoBravo.

Number of program ——— PD E ammh Battery indicator
I~ NOTH ———— i
Fr HFMN T tnfoline

Indication of the

J I pulse shape

Kind of deviee ———— |[ONTOBRAVO D+P

Remaining treatment time " :E" D _" Dys Indication of pulse width
Sec
| = .
Indication of voltage ———— " E E D —— Indication of intensity
- mA w

L J
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The Info-Line

The info-line in the upper part of the screen shows the following information:

Start information:

IONTO DP = IontoBravo with Direct Current and Pulsed Current
IONTO DC = IontoBravo with Direct Current

IONTO PC = IontoBravo with Pulsed Current

Setup real time clock:
SET HR - SET MIN - SET DAY - SET MTH - SET YR

Treatment information:

DC FEET = Treatment of the feet with direct current

DC HANDS = Treatment of the hands with direct current

DC ARMS = Treatment of the armpits with direct current

DC DRUGS = Transdermal delivery of drugs by direct current

PC FEET = Treatment of the feet with pulsed current

PC HANDS = Treatment of the hands with pulsed current

PC ARMS = Treatment of the armpits with pulsed current

PC DRUGS = Transdermal delivery of drugs by pulsed current

CIRCUIT = The circuit of current is not closed. Maybe there is a defect of the cable - or one
foot/hand is not in the tray.

PRG END = Treatment finished (end of program)

PAUSE = Interruption of program

OVERLOAD = Max. current limit is reached, due to very low skin resistance

PROTECT = Overtreatment protection - in case of very dry skin

More details in the info line are presented in the statistical analysis of treatments in chapter
“Control of Therapy” (page 53).
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Real Time Clock Setup

Before first use of IontoBravo the “Real Time Clock™ that is integrated should be set. It’s
necessary for control of future therapy sessions. lontoBravo has a small battery that will
support the clock with energy for several years. For this reason, there is no need to reset the
clock, even if the 4 main batteries have been removed.

For setting time and date, please select any program 1-2 and press the TIME-button for at least
10 seconds. You’ll reach the configuration-mode. HOUR is indicated and you can set the hour
with the MODE-button (00-23).

Press the left +button to confirm this choice and step forward to setting MINUTE. This is
indicated on the screen as well, giving the opportunity to select the minutes via MODE-button
in the same way as before.

This way you are able to set one after the other:
- HOUR

- MINUTE

- DAY

- MONTH and

- YEAR

Press the PRG-button on the frontside of the device to save the settings. All values will be
automatically stored and the clock starts working.
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Language Selection

IontoBravo can be set to one of 6 different languages. If in the setting-mode of the RTC (see
page 46) TIME is pressed for 5 seconds once again - now for the second time - the language
selection screen is displayed.

The following options are available:

- German

- English

- French

- Spanish

- Italian

- Polish

Finally you store your choice with the PRG-button.
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Program 01

Treatment with direct current (P 01)

This form of current may be slightly more effective for treatment, but may feel a little more
uncomfortable for sensitive patients.

Step 1: The default treatment is set to 15 minutes. After selecting the program, the time display
flashes and the treatment time can be individually determined via the TIME button between 5
and 30 minutes in steps of 5.

Step 2: After choosing the treatment time, the MODE button must be used to choose between
foot-, hand- or armpit-treatment or drug iontophoresis. The selected mode is now shown in the
infoline of the display.

Step 3: Now the treatment is started by pressing the left + button and the intensity is selected. In
tap water iontophoresis modes this is done by selecting the voltage (V) displayed in the lower
left corner of the display. The current intensity is calculated as a function of the skin resistance
and is shown in the lower right corner of the display.

In the drug mode, select the intensity , which is displayed in the lower right corner (mA),
directly and the voltage is calculated. The voltages determined in this way are displayed at the
bottom left side.

Please always choose only enough volts or milliamps to feel the current. A higher current
dosage is neither necessary nor useful. Both the voltage and the intensity have been factory
limited in their maximum values to avoid any damage or unpleasant feeling due to excessive
current intensities. As soon as one of the two limit values is reached, a further increase is not
possible, so that the set values may not be reached.

The remaining time runs backwards towards 0 during the treatment on the display. If the
treatment is interrupted at any time by pressing the PRG key, the device saves the remaining
treatment time. The treatment can be continued by pressing TIME. Then the current slowly
increases to the previously used intensity level. Pressing PRG again will end the therapy
session.

48



lontoBravo Bedienungsanleitung / Operators Manual

Program 02

Treatment with pulsed current (P 02)

P 02 contains medium-frequency, monophasic rectangular pulses. This method is considered
almost equivalent to DC. This option is recommended for more sensitive patients, especially
children.

Step 1: After selecting the program, the pulse width (duration of each individual pulse)

can be changed with the ,,us* key. Selectable are 50, 60, 70, 80 or 90 ps. This corresponds
approximately to a current flow of 50% to almost 90% of the treatment time. Due to the variable
pulse width, the pulsed current can be designed according to individual ideas depending on

the respective sensitivity. With a larger pulse width, a higher efficiency of the therapy is to be
expected.

Step 2: The default treatment is set to 15 minutes. The treatment time can be individually
determined via the TIME button between 5 and 30 minutes in steps of 5.

Step 3: After selecting the treatment time, the MODE button must be used to choose between
foot, hand or armpit treatment or drug iontophoresis. The selected mode is now displayed in the
infoline of the display.

Step 4: Now the treatment is started by pressing the left + button and the intensity is selected. In
tap water iontophoresis modes this is done by selecting the voltage (V) displayed in the lower
left corner of the display. The current intensity is calculated as a function of the skin resistance
and is shown in the lower right corner of the display.

In the drug mode, select the intensity, which is displayed in the lower right corner (mA), directly
and the voltage is calculated. The voltages determined in this way are displayed at the bottom
left side.

Please always choose only enough volts or milliamps to feel the current. A higher current
dosage is neither necessary nor useful. Both the voltage and the intensity have been factory
limited in their maximum values to avoid any damage or unpleasant feeling due to excessive
current intensities. As soon as one of the two limit values is reached, a further increase is not
possible, so that the set values may not be reached.

The remaining time runs visibly backwards towards 0 during the treatment on the display. If the
treatment is interrupted at any time by pressing the PRG key, the device saves the remaining
treatment time. The treatment can be continued by pressing TIME. Then the current slowly
increases to the previously used intensity level. Pressing PRG again will end the therapy
session.
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The Tap Water Treatment

Install the IontoBravo Therapy System as described before (pages 40-41) on a dry, stable and
level surface. For the hand or foot treatment fill the tubs with max. 1 cm of clean tap water, so
that the terry bags are completely wet. Neither the back of the hand nor the back of the foot
should be covered with water during the therapy. For armpit treatment, please use the included
small metal electrodes in wet sponge bags.

Be sure to remove all metal objects (watches, rings, bracelets, necklaces etc.) from your
body.

Now start IontoBravo with the central ON/OFF-button. The display will show the device type
and its software version for one second. If it is a device with DC and pulsed current, the display
then changes to the last used program. If you want to use a different current form, you can
switch over with the PRG key. The treatment time is preset to 15 minutes, but can be changed
with the TIME button. Then select the treatment mode (feet - hands - arms) with the right +/-
buttons.

For treatment of the hands you select the current intensity with the left +/- buttons. Then
immerse both hands concurrently with its entire area in the tubs. If the circuit has been closed in
such a way, the current intensity will increase at a speed of max. 0,5 V per second until the set
value is reached. It may take up to 2 minutes for the full intensity to be felt. Normally, however,
significantly lower intensities are used. The current in the water bath is sufficient if you feel a
slight tingling sensation. Excessive currents do not lead to better treatment success.

For treatment of the hands, we recommend that the subsequent intensity adjustment should be
carried out by a second person and only increase in increments of 1 V. If no second person is
available, take your hand out of the water as completely as possible. In exceptional cases an
uncomfortable, but harmless feeling can occur.

For foot or axillary treatment, pre-choice of intensity is possible, too. But we recommend,
not setting the intensity until you have placed your feet in the tubs or the wet sponge bags in
your armpits. The increase of intensity will happen at a maximum speed of 0,5 V per second.
The intensity can be adjusted at any time during the treatment. But please note, that the safety
features may require pressing the + button three times, if the +button has not been used for one
minute or more.

During treatment you should not remove any part of the body from the tubs or avoid larger
movements during the axillary treatment, as this may lead to unpleasant voltage peaks
despite the protective circuit. When the treatment time has expired, the device automatically
ramps down the current slowly and displays the end of the therapy session with PRG END
in the display. Then you can take out your hands or feet from the tubs or remove the axillary
electrodes.
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Important Instructions
for Tap Water Treatment

Treatment observations have shown that the treatment success at the anode (+ Pol = red) is
slightly better than at the cathode. If your problem is stronger on one side, please use the
positive electrode indicated by the red connector on the lead wire for this side. In all other cases
we recommend that you always change the polarity in the tubs or at the axillary electrodes
between two treatment sessions. Please never change during a therapy session.

The current intensity while using the tubs is always sufficient for a good treatment result, when
you feel a slight tingling sensation. You should not feel this tingling during therapy with axillary
electrodes. If necessary, please adjust the intensity accordingly . With axillary electrodes a
voltage below 5 V is normal.

If you need to take a part of your body out of the tub during the treatment, make sure you do it
as fast as possible. If only small areas, such as toes or fingertips, are in contact with the water,

voltage peaks can occur, which are harmless but may still be uncomfortable depending on the

intensity.

If you want to interrupt the program, press the TIME button. The current intensity slowly drops
to zero and the display will show PAUSE then. Press the TIME button again to resume the
program and the power will slowly ramp up to the previously set level.

You may notice an increase in perspiration at the beginning of the therapy. This is normal and
will improve after a few sessions.

Only use original accessories of MTR+, patient safety is not guaranteed when using third-party
products.

Be careful not to allow the metal electrodes to come into direct contact with the skin during the
therapy session. Therefore, always use the terry bags in the tubs and wet sponge bags during the
axillary treatment.

Do not expose the device to excessive moisture or rain. If the device is exposed to excessive
moisture or accidentally dropped in the water bath then turn it off, remove the battery cover and
the batteries. Then dry everything thoroughly. Leave the device to air dry for 24 hours before
use or storage. Ensure that all accessories are completely dry before storing them inside the
carrying case.

Always pay attention to the battery charge status, which is displayed in the upper right corner
of the display. If there is only one bar left, charge the batteries before you start treatment. If
the state of charge drops down to one bar during a treatment, this therapy session can still be
finished without difficulty.

It is absolutely forbidden to mix batteries and rechargeable batteries. When replacing batteries,
please always replace all 4 batteries.
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Drug Iontophoresis

IontoBravo is able to significantly improve the delivery of medication through the skin

and allow deeper penetration into the tissues, so that a larger amount of the drug can be
therapeutically effective. If it is noted on the leaflet of the medication that the drug is suitable
for iontophoresis, it can be brought into the tissue with the aid of the device. In this case, the
polarity of the substance must be named. A negatively charged drug is placed under the negative
electrode (black connector), and vice versa a positive charged drug is placed under the positive
electrode (red connector).

Only optional accessories from MTR+ may

be used for this type of therapy (see page 31). medication sponge bag
The drug is applied to the skin and the

appropriate rubber electrode is placed in a wet 8

sponge bag on this area. The second 4 C-‘;___}b

electrode will be placed in a second wet
sponge bag on the opposite side of the body.
Both electrodes will be attached to the skin
with a velcro strap or any tape and connected
to the device via cable. Place the electrodes
on healthy skin only and not over open
wounds.

rubber electrode

After switching on the IontoBravo,
please select whether you want to work
with direct current (P0O1) or pulsed current (P02). Then switch with the MODE button to DC
DRUG. or PC DRUG. and start the therapy by pressing the + button, which also adjusts the
intensity. The current should be about 0.1 mA / cm? during a DC treatment. The application area
of the sponge bags intended for drug iontophoresis is 6 x 7 =42 cm?, so an intensity of 4 mA is
recommended. If pulsed current is used with electrodes of this size, an intensity of up to 7 mA
can be selected, depending on the selected pulse width. Please never use smaller electrodes with
the IontoBravo.

Please thoroughly cleanse your skin before treatment and pay attention to unpleasant sensations
during the treatment such as stinging or burning. If necessary reduce the intensity of the current
or break off the treatment completely. Especially for drugs with a pain-reducing effect, carefully
check your skin for redness or other irritation and visit your doctor as soon as possible if
problems arise. Even if you do not feel the current, there are ions moving and it is no reason

to increase the intensity. Scientific research has shown that a subliminal current dosage is
advantageous in drug iontophoresis.

Before you are using IontoBravo for drug iontophoresis you need to read the information
that is delivered with the medication carefully. Please check for the ingredients contained and
follow all instructions regarding possible allergic reactions. If you are not sure, please ask your
doctor before use.
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Control of Therapy

The IontoBravo records all treatment sessions and collects statistics. In this way doctors or
therapists have the chance to get to know the possible reasons for the presence or the absence of
treatment success. Longer sections of unintended use can be detected and prevented. The device
stores a total of 60 days with 5 sessions per day. When 61 days of data are reached, consecutive
days will overwrite the earliest days. The day number will continue increasing (61, 62, ...). For
this reason the statistics will always show the actual data of the last 60 treatment days.

To read the memory, the UNLOCK-button in the battery-compartment (s.p. 43) must be pressed
twice - if the device has been locked to a single program - or once, if the device has been unlo-
cked. Now STATS. GL (for ,,global statistics*) will be displayed in the info line. If the device
has not been used at all, the screen will show NO STATS.

Global Statistics

Global statistics show the average values of all recorded sessions. The actual term is named in
the info line and two small bars are flashing beside the respective value to make assignment
easier. The change from one term to the next is done with the MODE-button. In this way the
following information can be read one after the other:

- the most used PROGRAM

- the average used intensity in mA (AVG. MA)

- the number of treatment days (DAY S.USED)

- the number of treatment hours in total (HRS. USED)

- the average number of sessions per day (AVG. SESS)

By pressing the left +button (mA) the more detailed daily statistics are available. The screen
shows STATS.DAY and the information regarding the first session of the first day can be seen.
Pressing left +button (mA) = next day / Pressing left -button (mA) = previous day

Pressing TIME = next session of the selected day

Pressing right +/-buttons = scrolling through the session details.

Session statistics

- number of treatment day (STATS.DAY)

- average intensity used in this session (AVG. MA)
- length of this session (SESS. LEN)

- used program (PROGRAM)

- date of this session (SESS.DATE)

- start time of this session (SESS.TIME)

Holding the left + or - button (mA) pressed for three seconds will return to ,,Global Statistics*.
If the TIME-button is pressed for 5 seconds, DEL.STATS will be displayed and after confir-
mation with TIME - for 5 seconds once again - all statistics will be deleted and all individual
programmed parameters are set to their default values.
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Batteries and Battery-Charger

IontoBravo is supplied with rechargeable batteries. If these batteries don’t have sufficient
charge to operate, you can recharge using the charger. For this purpose, please insert four
rechargeable NiMH-batteries of type AA with right direction for polarity, as it is drawn in the
charger and then plug it to the mains (230V). Charging starts immediately and after about 5
hours, the batteries are fully charged. There is no danger of overcharging because the device
has a corresponding protection feature. While charging is in progress, the small yellow LED
is blinking slowly. If this LED is continuously on, the batteries are charged completely. Now
disconnect the unit from the power supply and then remove the charged batteries and put them
into the battery compartment of IontoBravo.

If the yellow LED is flashing quickly, the charger stops charging because a wrong or damaged
battery has been detected and needs to be removed.

If you want to use other types than the supplied batteries, please make sure that they have a
minimum capacity of 1800 mAh or more - to avoid frequent charging.

Safety Instructions:

- Don’t charge batteries of different size (AA or AAA) at the same time. iit

- Please use NiMH-batteries only and do not try to charge normal batteries
(primary batteries) - this could cause an explosion.

- Always charge 2 or 4 batteries, never 1 or 3 batteries. If you only load 2 batteries, please set
them next to each other without a gap in the left or right charging slots, and not in the middle.

- Avoid the simultaneous charging of old and new batteries or charging of batteries with
different capacity or of different manufacturers.

- Please never open batteries by force and don’t throw them into a fire.

- The device may only be operated in enclosed, dry areas - it has to be protected from rain and
moisture.

- It is normal that the batteries become hot when charging.

- If the power plug or the cabinet show any damage, the charger may not be operated.

- The charger may not be opened or altered, repairs shall be done by qualified persons only.

- Do not operate the charger unsupervised and disconnect it from the mains after use. Keep it
out of reach of children or persons with reduced physical or mental capacity.

- Cleaning and maintenance may only be done after disconnection.

The address or website of the manufacturer can be found on the rear label of the charger.
The actual charging current depends on the type and number of batteries to be charged. For

loading the supplied four AA batteries it is 525 mA.

Please see also the instruction manual of the manufacturer.

54



lontoBravo Bedienungsanleitung / Operators Manual

Trouble Shooting Guide

Fault Possible Cause Solution
Hand or foot not submerged | Place hand or foot in water bath to
in water. complete the circuit.
. Cable not connected pro- Check cable connections and ensure
CIRCUIT display- | peqly, they are fully inserted.
ed on LCD during Cable is faulty. Replace Cable.
normal use. -
Sponge bag is too dry, Moisten sponge bag and repeat treat-

ment.

Device is damaged.

Return to the distributor for repair.

Device does not
power on.

Flat battery or no batteries
installed in device.

Check / Replace batteries.

Battery installed in wrong
orientation.

Remove batteries and install accor-
ding to diagrams in battery compart-
ment.

Battery connector damaged
or flattened.

Remove batteries, check metal parts in
battery compartment for damage.

Device is damaged.

Return to the distributor for repair..

Device powers off

Batteries almost flat.

Check battery icon during use and
replace batteries if low.

during use. Device is damaged. Return to the distributor for repair.
g P
The device has detected that . L.
OVERLOAD is the patients skin has very gil;g:;tfyr}[“ }EZ tlilerx?;triitoc%ﬁ\ilgzz
displayed on LCD. | low resistance due to very ’ Y
. . treatment.
excessive sweating.
Discontinue use until sweating
The device has correctly El"eetsl.ltrgz.vice on another person to
PROTECT is detected that the patients confirm PROTECT is f?mc tionin
displayed on the skin has high resistance due correctl &
LCD. to very dry skin and does not Y-

require treatment.

Return device to manufacturer if
PROTECT is displayed continuously
even though patient is still sweating.

Treatment is pain-
ful (dull ache) or
uncomfortable.

Intensity is too high for
required treatment.

Reduce intensity (voltage) setting
until treatment is comfortable. Note:
Tingling sensations should be felt

Treatment is pain-
ful (sharp pain).

Patients skin has cuts or
abrasions.

Discontinue use until skin is fully
healed.

Skin becomes red
after treatment.

Device is being used for
periods which are too long
for the patient.

Use device for a shorter treatment
duration. Note: Some redness of skin
is normal after treatment finishes.

Date is not recor-
ded correctly in
statistics.

RTC is not set correctly.

Repeat RTC-setup (see page 46)

RTC battery for the internal
clock is flat.

Return to manufacturer for servicing.
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Entsorgungshinweis / Waste Disposal

Gebrauchte Elektro- und Elektronikgerite diirfen gemél europdischer Vorgaben [1] nicht mehr
zum unsortierten Siedlungsabfall gegeben werden. Sie miissen getrennt erfasst werden. Das
Symbol der Abfalltonne auf Radern weist auf die Notwendigkeit der getrennten Sammlung hin.
Helfen auch Sie mit beim Umweltschutz und sorgen dafiir, dieses Gerét, wenn Sie es nicht
mehr weiter nutzen wollen, entsprechend den gesetzlichen Regelungen in das vom Hersteller
eingerichtete System der Wiederverwertung und/oder Entsorgung zu geben. Der Hersteller
verpflichtet sich, alle auf Kosten des Absenders an ihn zuriickgeschickten Geridte wieder zu
verwenden oder entsprechend den geltenden Vorschriften sachgerecht zu entsorgen.

[1] Richtlinie 2012/19/EU iiber Elektro- und Elektronik-Altgerite

In accordance with European regulations [1], used electrical and electronic
equipment may not be discarded in household or unsorted municipal waste.
Use separate collection facilities. Contact your local government or council
for information regarding the collection systems available. If electrical
appliances are disposed of in landfills or dumps, hazardous substances can
leak into the ground water and get into the food chain damaging the health
and well being of people and animals.

[1] European Community directive 2012/19/EU on waste electrical and electronic equipment.

Literatur / Literature

Eine Literaturliste zu den Themen dieser Bedienungsanleitung finden Sie auf unserer Internet-
seite ,,www.mtrplus.com®.

A list of literature regarding the topics of this manual can be found on our website ,,www.
mtrplus.com®.

Copyright

Anderungen vorbehalten.

Nachdruck oder Kopie — auch auszugsweise — ist verboten und kann nur mit ausdriicklicher
schriftlicher Genehmigung der ,, MTR+ Vertriebs GmbH* erlaubt werden.

Reserved for changes.

Printing or copy of this manual - also in an abridged version - is forbidden and can only be
allowed with a written approval of “MTR+ Vertriebs GmbH”.
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Elektromagnetische Vertriglichkeit

Wenn das Gerit gemél den Anweisungen in diesem Handbuch verwendet wird, entspricht es
den Sicherheitsanforderungen fiir medizinische elektrische Systeme IEC 60601-1. IontoBravo
wurde gepriift und entspricht den in der Norm IEC 60601-1-2: 2014 festgelegten Grenzwerten
fiir Medizinprodukte. Diese Grenzwerte dienen der Sicherheit des Benutzers in Bezug auf
elektromagnetische Stérungen. Das lontoBravo ist ein Gerit der Klasse B und eignet sich fiir
den hiuslichen Bereich sowie fiir typische klinische Umgebungen.

Leitlinien und Herstellererklirung - Elektromagnetische Aussendungen

Das IontoBravo ist fiir den Betrieb in einer wie unten angegebenen Umgebung bestimmt. Der Kunde
oder der Anwender des IontoBravos sollte sicherstellen, dass es in einer derartigen Umgebung betrieben

CISPR 11

Aussendungen von
Oberschwingungen nach
1EC 61000-3-2

Nicht anwendbar

Aussendungen von
Spannungsschwankun-
gen/Flicker nach IEC
61000-3-3

Nicht anwendbar

wird.
Storaussendungs- {/bereinstimmung Elektromagne.tl'sc!le Umgebung
messung Leitlinien

Das IontoBravo verwendet HF-Energie aus-
schlieBlich zu seiner internen Funktion. Daher

HF Aussendungen nach . h . .

CISPR 11 Gruppe 1 ist seine HFjAgssendung sehr gering, und es '1st
unwahrscheinlich, dass benachbarte elektronische
Gerite gestort werden

HF Aussendungen nach Klasse B

Das IontoBravo ist geeignet fiir den Gebrauch
in allen Einrichtungen, darunter Privathaushalte
und medizinische Einrichtungen sowie solche,
die unmittelbar an ein 6ffentliches Versorgungs-
netz angeschlossen sind, das auch Wohngebéude
versorgt.

Bitte beachten Sie diese Warnungen bei der Verwendung des Gerits:
Verwenden Sie IontoBravo nicht in der Nihe von aktiven HF-Chirurgiegerdten oder Rdumen,
die fiir die Magnetresonanztomographie verwendet werden, da dort die Intensitét von

elektromagnetischen Storungen hoch ist.

Die Verwendung des IontoBravo neben oder auf anderen elektrischen Geréten sollte vermieden
werden. Wenn dies dennoch erforderlich ist, sollten sowohl das IontoBravo als auch die
anderen Gerite iiberwacht werden, um sicherzustellen, dass sie beide normal funktionieren.

Die Verwendung von Zubehor und Kabeln, die nicht vom Hersteller dieses Geréts vorgegeben
oder bereitgestellt werden, kann zu erhohten elektromagnetischen Emissionen oder verringerter
elektromagnetischer Storfestigkeit dieses Gerdts und zu einem fehlerhaften Betrieb fiihren.
Tragbare HF-Kommunikationsgeréte (einschlielich Peripheriegerite wie Antennenkabel und
externe Antennen) sollten nicht néher als 30 cm zu einem beliebigen Teil des IontoBravo,
einschlieBlich der vom Hersteller vorgegebenen Kabel verwendet werden. Andernfalls konnte

sich die Leistung des Gerits verschlechtern.
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Elektromagnetische Vertriglichkeit

Leitlinien und Herstellererkléirung - Elektromagnetische Storfestigkeit

Das IontoBravo ist fiir den Betrieb in einer wie unten angegebenen Umgebung bestimmt. Der Kunde oder
der Anwender des IontoBravos sollte sicherstellen, dass es in einer derartigen Umgebung betrieben wird.

Storfestigkeits- TEC 60601 I"Jbereinstimmungs- Elektromagnetische
priifung Testniveau pegel Umgebung - Leitlinien
FuBboden sollten aus Holz
oder Beton bestehen oder
Entladung stati- +8 kV Kontaktentladung ?ihl:r:/ Kontaktent- mit Keramikfliesen versehen
scher Elektrizitit g sein. Wenn der Fufboden
(ESD) nach IEC +2 kV, +4 kV, £8 kV, mit synthetischem Material
61000-4-2 +15 kV Luftentladung £2 LV, 24 kV, 28 LV, versehen ist, muss die relative

+15 kV Luftentladung

Luftfeuchte mindestens 30%
betragen.

Schnelle transi-
ente elektrische

Stromversorgungsleitun-
gen: £2 kV

Nicht anwendbar

TontoBravo ist

Storgrofen/Burst batteriebetrieben
IEC 61000-4-4
Uberspannung +0,5 kV, £1 kV Leitung IontoBravo ist

IEC 61000-4-5

gegen Leitung

Nicht anwendbar

batteriebetricben

Bei 0°,45°,90°, 135°,

Spannungsein- | yg4 0 5750270 © und
briiche, kurze o
Unterbrechungen 315 ° Phasen

0% U_ fiir 0.5 Zyklen .
und Spannungs- T e o . IontoBravo ist

Und bei 0° einphasig: Nicht anwendbar . .
schwankungen 0% U, fiir 1 Zyklus batteriebetrieben
gz;:gg}‘;fgrzgr 70% U, fiir 25/30 Zyklen

0% U_ fiir 250 Zyklen
IEC 61000-4-11 1 o/ 1 ir 300 Zyklen

. Magnetfelder mit energietech-
lgflzéfn;t-felder mit nischen Frequenzen miissen
techﬁischen 30 A/m 30 A/m sich auf einem fiir normale
Frequenzen 50 Hz /60 Hz 50 Hz/ 60 Hz Umgebungen der kommer-
(50/60 Hz) ziellen, Krankenhaus- oder
IEC61000-4-8 héuslichen Pflege typischen
o Niveau befinden.

150 KHz bis 80 MHz: 150 KHz bis 80 MHz: . . . .
Leitungsgefiihrte | 3 Vrms 3 Vrms / 6 Vrms (in Storung?n konnen in deg Na}_le
HF 6 Vrms (in ISM und ISM und Amateur- von Geréten aufireten, die mit
IEC 61000-4-6 | Amateurfunk-Bindern) | funk-Bindern) folgendem Symbol

80 % AM bei 1 kHz 80 % AM bei 1 kHz | gekennzeichnet sind:

10 V/im 10 V/im

Abgestrahlte HF
IEC 61000-4-3

80 MHz - 2,7 GHz
80 % AM bei 1 kHz

80 MHz - 2,7 GHz
80 % AM bei 1 kHz

()

Hinweis 1: U, ist die Netzspannung des Wechselstroms vor der Anwendung des Testniveaus.
Hinweis 2: Bei 80 MHz gilt der hohere Frequenzbereich
Hinweis 3: Diese Richtlinien gelten unter Umsténden nicht fiir alle Situationen. Die elektromagnetische
Ausbreitung wird durch Absorption und Reflexion von Strukturen, Objekten und Personen beeinflusst.
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Elektromagnetische Vertriglichkeit

Leitlinien und Herstellererklidrung - Elektromagnetische Storfestigkeit

Das IontoBravo ist fiir den Betrieb in einer wie unten angegebenen Umgebung bestimmt. Der Kunde oder der
Anwender des IontoBravos sollte sicherstellen, dass es in einer derartigen Umgebung betrieben wird.

Abgestrahlte RF
IEC61000-4-3
(Testspezifikati-
on fiir ENCLO-
SURE PORT
IMMUNITY
zu RF drahtlose
Kommunikati-
onsgeréte)

Maxi- “
Test mal- Dis- IMMUNITAT
Band . . . TEST
Frequenz Service Modulation leis- tanz
(MHz) NIVEAU
(MHz) tung (m) (V/m)
W)
380 Pulse
385 TETRA 400 modulation 1,8 0,3 27
-390
18 Hz
FMc¢)
380 GMRS 460, +5kHz
430 390 FRS 460 | Abweichung | 2 0.3 28
1 kHz Sinus
710 Pulse
745 704~ | LTEBand I3, | julation 0.2 03 9
787 17 217 H
780 z
810 GSM 800/900,
TETRA 800, Pulse
870 S | DEN80. | modulation 2 03 28
930 CDMA 850, 18 Hz
LTE Band 5
1720 GSM 1800;
CDMA 1900;
1845 1700 GSM 1900; Pulse
- DECT; modulation 2 0,3 28
1990 LTE Band 217 Hz
1970 1,3,
4,25; UMTS
Bluetooth,
2 400 WLAN, Pulse
2450 - 802.11 b/g/n, modulation 2 0,3 28
2570 RFID 2450, 217 Hz
LTE Band 7
5240
5100 Pulse
24
2240 — | WEARSOZIL D odulation | 02 | 03 9
5800 217 Hz

5785
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Electromagnetic Compatibility

If the device is used according to the instructions given in this manual, it corresponds to the
safety requirements for medical electrical systems IEC 60601-1. IontoBravo was checked and
is in accordance with the limits set for medical products in the standard IEC 60601-1-2:2014.
These limits serve to the safety of the user regarding electromagnetic disturbances.

The IontoBravo is a Class B device and is suitable for home healthcare environments as well
as typical clinical environments.

Guidance and manufacturer‘s declaration - electromagnetic emissions

The TontoBravo unit is intended for use in the electromagnetic environment specified below.
The customer or the user of the IontoBravo should ensure that it is used in such an
environment.

Electromagnetic environment —
guidance
The IontoBravo uses RF energy only
for its internal function. Therefore, its
Group 1 RF emissions are very low and are not
likely to cause any interference in nearby
electronic equipment.

Emissions test Compliance

RF emissions
CISPR 11

RF emissions
CISPR 11 Class B The IontoBravo is suitable for use in all

establishments, including domestic and
medical establishments and those directly
connected to the public low-voltage power
Not Applicable supply network that supplies buildings
used for domestic purposes.

Harmonic emissions | Not Applicable
IEC 61000-3-2
Voltage fluctuations/

flicker emissions
IEC 61000-3-3

Please adhere to these warnings when using the device:

Don’t use IontoBravo near active HF surgical equipment or RF shielded rooms used for
magnetic resonance imaging, where the intensity of EM disturbances is high.

Use of this equipment adjacent to, or placement on top of other equipment should be avoided in
case the output of the IontoBravo is effected. If this is necessary, Both the IontoBravo and the
other equipment should be monitored to verify that they are both operating normally.

Use of accessories and lead wires 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.

Portable RF communications equipment (including peripherals such as antenna cables

and external antennas) should be used not closer than 30 cm (12 inches) to any part of the
IontoBravo, including lead wires specified by the manufacturer. Otherwise, degradation of the
performance of this equipment could result.
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Electromagnetic Compatibility

Guidance and manufacturer’s declaration - electromagnetic Immunity

The IontoBravo is intended for use in the electromagnetic environment specified below. The customer
or the user of the IontoBravo should assure that it is used in such an environment

Immunity Test

IEC 60601
Test level

Compliance level

Electromagnetic
environment - guidance

Electrostatic
discharge (ESD)
1IEC 61000-4-2

+8 kV contact

2 kV, £4 kV, £8 kV,

+8 kV contact

2 kV, 4 kV, 8 kV,

Floors should be wood, con-
crete or ceramic tile. If floors
are covered with synthetic

material, the relative humidi-

+ i + i
15 kV air 15 kV air ty should be at least 30 %
Electrical fast P ly lines: +2 .
ectf 1ea’ 1as ower supply Iines Not IontoBravo is powered by
transient/burst kv Applicable batteries
IEC 61000-4-4 | input/output lines: £1 kv | “*PP
line(s) to line(s): £1 kV.
Surge line(s) to earth: +£2 kV. Not IontoBravo is powered by
IEC 61000-4-5 100 kHz repetition Applicable batteries
frequency
At0°,45°,90°, 135°,
Voltage dips, 180 :, 225°,270 ° and
short inter- 315 ° phases
ruptions and 0% U, for 0.5 cycle
voltage variations Not IontoBravo is powered by
& And at single phase 0° Applicable batteries
on power supply 0% U, for 1 cycle
input lines 70% U, for 25/30 cycles
[EC 61000-4-11 0% U, for 250 cycles
0% U, for 300 cycles
Power frequency magnetic
Power frequency
magnetic field 50 Hz /60 Hz 50 Hz /60 Hz ] C?mmercial o
IEC 61000-4-8 & YPIc
hospital environment.
150 KHz to 80 MHz: 150 KHz to 80 MHz:
3 Vrms 3 Vrms

Conduced RF
IEC61000-4-6

6 Vrms (in ISM and
amateur radio bands)
80 % AM at 1 kHz

6 Vrms (in ISM and
amateur radio bands)
80 % AM at 1 kHz

Radiated RF
IEC61000-4-3

10 V/m
80 MHz - 2,7 GHz
80 % AM at 1 kHz

10 V/m
80 MHz - 2,7 GHz
80 % AM at 1 kHz

Interference may occur in the
vicinity of equipment

marked with the (((i)))

following symbol:

NOTE 1: U, is the a.c. mains voltage prior to application of the test level.

NOTE 2: At 80 MHz the higher frequency range applies.
NOTE 3: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

62




lontoBravo Bedienungsanleitung / Operators Manual

Electromagnetic Compatibility

Guidance and manufacturer’s declaration - electromagnetic Immunity

The IontoBravo is intended for use in the electromagnetic environment specified below. The customer or the user
of the IontoBravo should assure that it is used in such an environment

Radiated RF
1IEC61000-4-3
(Test speci-
fications for
ENCLOSURE
PORT
IMMUNITY
to RF wireless
communications
equipment)

Test Modu- Dis- IMMUNITY
Band . . . tan- TEST
Frequency Service Modulation lation
(MHz) (MHz) W) ce LEVEL
(m) (V/m)
380 Pulse
385 TETRA 400 modulation 1,8 0,3 27
-390
18 Hz
FM c)
380 GMRS 460, + 5 kHz
450 390 FRS 460 deviation 2 0.3 28
1 kHz sine
LS 704— | LTEBand 13 Pulse
745 AEE2 | modulation 0,2 0,3 9
787 17 217 Hz
780
810 GSM 800/900,
TETRA 800, Pulse
870 Sggo— iDEN 820, | modulation 2 03 28
930 CDMA 850, 18 Hz
LTE Band 5
1720 GSM 1800,
CDMA 1900;
1845 1700 GSM 1900; Pulse
- DECT; modulation 2 0,3 28
1990 LTE Band 217 Hz
1970 1,3,
4,25; UMTS
Bluetooth,
2400 WLAN, Pulse
2450 - 802.11 b/g/n, modulation 2 0,3 28
2570 RFID 2450, 217 Hz
LTE Band 7
5240
5100 Pulse
5240
- WLAI:/EOZ' 1 modulation 0,2 0,3 9
5785 5800 217 Hz
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Medizinproduktebuch

1. Geritestammdaten (nach § 12 MPBetreibV)

Geréteart: Gerét zur Leitungswasser-lontophorese

Geritebezeichnung: IontoBravo

Hersteller MTR+ Vertriebs GmbH, Kamenzer Damm 78, 12249 Berlin
Vertrieb

Seriennummer:

Klassifizierung Klasse Ila

CE-Kennzeichnung CE 0123

STK-Frist 24 Monate (bei wirtschaftlicher oder gewerblicher Nutzung)
Anschaffungsjahr

Standort/Betreiber

Inventarnummer

2. Funktionspriifung (nach § 10 Abs.1.1 MPBetreibV) durch

Datum Name, Vorname Unterschrift

3. Ersteinweisung ,,.beauftragte Person® (nach § 10 Abs.1.2 MPBetreibV)

Datum Name, Vorname Unterschrift

Datum Name, Vorname Einweiser Unterschrift Einweiser

4. Einweisungen ,,Anwender* / Personal (nach § 10 Abs.2 MPBetreibV)

Datum Einweiser Anwender Unterschrift
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Medizinproduktebuch

5. Sicherheitstechnische Kontrollen (nach § 11 MPBetreibV)

Datum | Durchgefiihrt durch (Person/Firma) | Ergebnis Unterschrift

6. Instandhaltungen (nach § 7 MPBetreibV)

Datum | Durchgefiihrt durch (Person/Firma) Beschreibung der MaBBnahme

7. Funktionsstéorungen

Datum Beschreibung der Art und Folgen

8. Meldungen von Vorkommnissen (nach § 12 MPBetreibV)

Datum Behorde Hersteller
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Nicht fiir Verkauf oder Verwendung in den USA
Not for sale or use in the USA

Dieses Gerat wurde Thnen tiberreicht durch:
This device is presented by:




