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FORYOURSAFETY, THAT OF
YOUR PATIENTS, AND THAT
OF YOUR APSE4 DEVICE, IT
IS STRONGLY RECOMMEN-
DED THAT YOU CAREFULLY
READ THIS MANUAL.
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1. Safety Measures

* The equipment is intended for use in a professional healthcare environment.

¢ The APSe4 device should not be used alongside or mounted on other equipment. If it is ne-
cessary to install it alongside or mount it on other equipment, it must be observed to verify its
normal operation in the configuration in which it will be used.

*« To prevent fires or risk of electric shock, both during use and storage, do not expose the unit to
contact with water or excessive moisture.

¢ Avoid using the APSe4 device in environments with flammable materials or flammable gases.

*« To avoid electric shocks, do not open the APSe4 device. Before subjecting the patient to any
treatment, the operator must be familiar with the modes of use of the APSe4 device as well as the
therapeutic indications and contraindications.

. Ensure that this manual is available to all personnel authorized to operate this device.

¢ The location of use of the device complies with safety regulations.

e The device will be used in accordance with the instructions contained in the user manual.

¢ You can work with the APSe4 device when the battery charger is connected.

Do not use APSe4 device within 1.5 meters of a shortwave device or a microwave.

¢ Always use the cable with the handle provided by the manufacturer.

« The device has a 5V, 1.2Ah battery inside, which is estimated to have a lifespan of no less than 2
years, provided that the use is correct. After this time, the periods between charges will
decrease. Battery replacement must be carried out by the manufacturer’s technical service
through AGU-PUNT SL.

. In accordance with clause 4 of the standard establishing particular requirements for the basic
safety and essential performance of nerve and muscle stimulators, the equipment does not have
specific elements of essential operation.

. Never charge the battery with a charger other than the one supplied by the manufacturer. In case
of breakdown or loss of this, request an original replacement to maintain basic safety and essential
operation related to EMC.

*  The use of other cables and accessories different from those included and specified for the
APSe4 system could negatively affect the safety and electromagnetic compatibility of the
equipment, causing malfunction.

*  Prolonged exposure to electromagnetic disturbances may shorten the life of the bed. If the bed
is located near transmission antennas (TV, AM, FM, etc.), necessary precautions should be taken to
isolate it from such emissions.

*  For any repair and/or maintenance work, you must go to the technical service authorized by AGU-
PUNT SL to maintain basic safety and essential operation related to EMC.

. Do not recharge the battery in confined spaces (bags, briefcases, etc.).

¢ The stimulation should not be applied through or over the head, directly on the eyes, covering the
mouth, on the front of the neck (especially the carotid sinus), or with electrodes placed on the chest
and upper back or crossing the heart.

* The use of accessories, transducers, and cables other than those specified or provided by the
manufacturer of this equipment could cause an increase in electromagnetic emissions or a de-
crease in electromagnetic immunity of this equipment and result in incorrect operation.

. Portable RF communication equipment (including peripherals such as antenna cables and ex-ternal
antennas) should not be used within 30 cm (12 inches) of any part of the equipment, including
cables specified by the manufacturer. Otherwise, it may result in degraded operation of this
equipment.

« The APSe4 equipment has no essential operation.
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2. Intended use and contraindications

Contraindications
Intended use

. Infectious arthritis.

- Patellar tendon. : 'I;'re;gl’:\:rl]sjgies.

i AChIHe? tendo_n‘ ° Skin ulcers and other skin infections.

- Pubalgia/hernia. . o o " ' ns

- Lateral and medial APScondyle. ndoprostheses and/or osteosynthesis.
° Pacemakers.

- Rotator cuff.
- Plantar fascia.
- Skeletal muscle injuries.

. Oncological processes.
. Thrombophlebitis.

. Endocrine glands.

. Patients with altered sensitivity.

i Patients with central nervous disorders.
. Pediatric patients

Warnings for the Safe Use of Invasive Physiotherapy Equipment
1. Device malfunction or performance issues

Do not use the device if malfunctions are detected during startup, such as unstable current
intensity, display errors, or any abnormal behavior.

* Immediately stop the treatment if the patient experiences unusual pain, burning, numbness, or
any unexpected symptoms.

* Regularly inspect the device and do not use it if it shows signs of damaged cables, worn elec-
trodes, or loose connections.

e Perform periodic calibrations and maintenance according to the manufacturer’s instructions.

2. Environmental conditions or foreseeable external influences

Do not use the device near strong magnetic fields (such as those from MRI scanners) or sour-
ces of electromagnetic interference.

* Avoid using the device in environments with high humidity, extreme temperatures, or direct
sunlight exposure.

*  Ensure the device is properly grounded and protected against electrostatic discharges.

Do not use the device in the presence of flammable gases or in areas where there may be a
risk of explosion.

3. Risks of interference with other procedures or devices

*  Maintain a safe minimum distance from other active electronic medical equipment to avoid
electromagnetic interference.

*  Contraindicated in patients with pacemakers or other implanted electronic devices.

*  Verify that the use of the device does not interfere with ongoing diagnostic or therapeutic
procedures (e.g., cardiac monitoring or neurostimulation).

e Itisrecommended to suspend the use of the device during clinical studies involving equipment
highly sensitive to electromagnetic fields.
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4. Where the needle should never be applied

. Blood vessels.

*  Endocrine glands.
Intra-articular cavities.
*  Peritoneal region.

5. Precautions and Intended users

Precautions

Needles must be the original ones from AGU-PUNT S.L., APS brand, and APS IPEN.
Needle handling must be done with gloves.

Do not bend the needle during insertion into the handle.
Do not apply electric current until the needle is inserted.
Do not reuse the needle.

Needles should be disposed of in authorized disposable containers or through the APS Destroyer
needle destroyer.

Intended users

The equipment is intended for use in a professional healthcare environment (medical
practitioners, physiotherapists,..).
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HISTORY

AGU-PUNT is a company with 40 years of experience developing products for physiotherapy and acu-
puncture.

In 2008, it focused on developing products for physiotherapy, specifically in the emerging field of invasive
physiotherapy, being the first company to have a product development department for this technique.
The first products were APS dry needling needles, followed by APS IPEN needles for electrotherapy
treatments. Subsequently, an APS Destroyer needle destroyer and a SKIN APS chlorhexidine disinfectant
were developed.

All products have evolved over time, thanks to our R&D department, which never rests, striving to achieve
the best possible product at all times.

This allows us to now have a wide variety of needle models, depending on the application required. APS
regular, APS Superficial, APS Fascia, APS Safety Tube, APS CLICK, and also our APS Destroyer needle
destroyer.

In 2013, the development of the first exclusive electrotherapy equipment for invasive physiotherapy be-
gan. Developing several equipment for other companies.

THE DEVICE

This 2024, we are pleased to present the evolution of the APSe4 equipment, which has poured all the
accumulated experience in the development of products for invasive physiotherapy, bringing together
the functionalities for all the techniques currently used, and incorporating the latest technology available
in the market.

The model update has been possible thanks to the recommendations and contributions of the best natio-
nal and international professionals with whom AGU-PUNT collaborates.

We appreciate the trust you have placed in us by acquiring the APSe4 device.

Oriol C Salvador

CEO
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1. Description of the material

A. APSe4 Equipment
B. Handle with power on and off button
C. 4 cables for channels 1-4
D. Universal type C charging cable
E. Pointer for handle
F. 4 electrodes
G. APS IPEN needles
H. 8-output octopus-type cable
D
E
G
C
F
H
A
o
B
Figure 1
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2. Description of the APSe4 Device

APSe4 is an intratissue percutaneous electrolysis (EPI) system designed to promote tendon restoration
and regeneration, as well as the treatment of soft tissue injuries.

The device features a full-color 3.5” TFT screen and is equipped with a high-performance lithium-ion ba-
ttery system.

It includes a working menu with preprogrammed treatments and parameters, which users can modify at
any time during the session. It also offers open/custom programs for advanced users.

Emission of single-phase/biphasic currents (symmetric/asymmetric depending on the channel/program)
pulsed, as well as continuous galvanic current.

3. Warranty and Useful life

The APSe4 device is covered by a two-year warranty and has a five-year useful life. Accessories
(cables, handpiece, and battery) have a six-month warranty.

The warranty with the seller takes effect on the date of the invoice or purchase document.

4. Maintenance

The user should not perform any repairs on the APSe4 device or its accessories. Do not dismantle the
APSe4 device or the battery charger.

AGU-PUNT SL disclaims all responsibility for damages resulting from opening, modifying, or repairing
the device by unauthorized persons.

To clean the device, use a soft cloth and a solvent-free cleaning product to avoid affecting the
transparent plastic covering the transparent screen.

The APSe4 device requires mandatory calibration every 2 years from the date of purchase or from
the last inspection, ensuring that the characteristics remain stable and do not vary under normal
conditions of use.

5. Storage and Transport Conditions

The APSe4 device contains a built-in rechargeable battery. During operation, environmental conditions
must not exceed the following values:

Temperature: 5°C ~ 40°C.
Maximum relative humidity: 70% non-condensing
Atmospheric pressure: 86 kPa - 101 kPa.
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Storage and transport conditions must not exceed the following values:

Temperature: -20°C ~ 55°C.
Maximum relative humidity: 93% non-condensing
Atmospheric pressure: 50 kPa - 106 kPa.

6. Disposal

For environmental protection and in accordance with current regulations, the device, battery, and its ac-
cessories must be disposed of in designated special containers.

7. Standards

The APSed4 device is designed in accordance with DIRECTIVE EUROPEAN 93/42 CEE for medical devices.
According to this directive, the APSe4 device is classified as a Class lla medical device.

The following standard regulations have been employed:

Electromagnetic Compatibility EMC according to standard:
EN 60601-1-2:2015

Safety:
EN 60601-1:2006+/A1:2013

Particular requirements for basic safety and essential performance:
EN 60601-2-10:2015 + A1:2016

8. Symbols used in the device

Attention: under certain conditions, the effective voltage value may exceed 10mA
or 10V. Please follow the information carefully
] The APSe4 device is a Class Il appliance with internal power supply, with applied
R parts of BF type.

(Off) Power On/Off Button

(On) Power On/Off Button
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d Manufacturer

M Date of Manufacture (YEAR AND MONTH)
SN Serial Number
C € CE Marking with Notified Body Intervention

9. Safety Labels

Dimensions:

* Length: 220 mm.

e Width: 140 mm.

*+  Maximum Height: 45 mm.

*  Weight: 400 g.

«  Power Supply: Lithium lon Battery.
« Rechargeable 5v ~ 1.2 A/h.

A product lifespan of 5 years is anticipated, in line with the type of technology used in its design and the
current state of development of the materials used.

All electrical specifications are given for a load range between 500 and 2000 Q.

APSe4 CC Output Signal Pulsed
Frecuency 1-150 Hz
Pulses 10-700 ps
HVPC- Emission Mode Sweep
Maximum APSe4 CC Voltage 19V
Maximum Current 20 mA
Initial Minimum Current 0.01mA
Minimum Incremental Current Step 0.01mA
Maximum Incremental Current Step 0.2 mA
Maximum Electrical Charge per Session 60 C
Subtypical Signal Onset Time 3s
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10. Safety Labels

The warning labels and technical specification tags (Fig. 2) placed on the APSe4 device must be kept
clearly visible and replaced if damaged.

This label is located on the back of the device (Fig. 3)

Invasive Physiotherapy Device W
Equipo de Fisioterapia Invasiva
[Ref.| APSe4 | (€630 e .

Inspera GmbH
Thunstrasse 65
CH-31I0 Munsingen

AGU-PUNT, SL. Casp 158
E-08013 Barcelona SPAIN S N o O O 3 5 4

www.agupunt.com

(01) 8437016482APSe2*CM
04/2024 T (10) 240115
(240) APSE2
(21) 000354 . .
g4 " P 4

1(10)240115(240)A
Figure 2 Figure 3

11. Conections

A. Connection for needle-holder handpiece and positive electrode.
B. Connection for battery charger / Power connection (100-220 V).
C. 4 cable outlets with crocodile clips.
D. Master power switch for total shutdown and safety reset.
Figure 5
e o o o J [ ° (\\ " e —
= { -
B Bg¥ ® @‘ . See
Figure 4 C A ‘
D B
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12. Descripcién del menu de trabajo

OUTPUT 5

OUTPUT 1-4 WHELL

~ . § arses Clgup

ON/OFF Buzzer

ON/OFF START/PAUSE
RESET

POWER SWITCH BUZZER ON/OFF

ON/OFF PLAY/PAUSE/STOP
Figure 6

NOTE: The equipment can only be used by properly trained professionals.

BUTTONS, USAGE, AND FUNCTIONS

ON/OFF SWITCH
ON position for equipment operation.
OFF position for complete shutdown/restart of the equipment.

ON/OFF BUTTON
Long press with equipment off turns on the equipment.
Long press with equipment on turns off the equipment.

BUZZER ON/OFF BUTTON
Activates or deactivates the buzzer (except emergency sounds).
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PLAY/PAUSE/STOP BUTTON:

In “STOP” state, a short press starts the treatment.

In @ state, a short press pauses the treatment.

In “PAUSE/STOP” state, a long press resets the treatment.
In “PAUSE” state, a short press resumes the treatment.

UP/DOWN:
Press to navigate through different menu options and/or treatment program parameters.

BACK:
Press to go back on the menu screens.

OK:
Press to proceed on the menu screens and/or treatment program parameters.

WHEEL:

Rotate to navigate the menu and/or modify parameters in treatment programs.

In Microcurrent and IPEN programs, press and hold on the intensity parameter (mA) to switch to pA.
In memory programs, hold down until a beep is heard to save new parameters.

Press on the intensity parameter to modify decimals.

Press on time parameter to switch from seconds to minutes.

© AGU-PUNT SL All rights reserved. Total or partial reproduction of this work, its incorporation into a computer system, or its
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1. Description of the APSe4 device

GENERAL STARTUP

1. Place the switch in the ON position (Fig. 5).

2. Power on using the ON/OFF button. The AGUPUNT logo and version appear on the screen (Fig. 6).
3. Select desired program (Fig. 6).

4. Modify current parameters: intensity, frequency, pulse, time, and pulse train time* (Fig.6).

*This can be done live and with the program in STOP.
MICROCURRENT, NEUROMODULATION, MSUN, TENS PROGRAM

Select program.

Determine treatment time*, frequency and pulse width.
Determine current intensity.

Press PLAY/PAUSE/STOP button.

*At the end of the treatment, three beeps will sound.

NN

ELECTROPUNCTURE PROGRAM

Select desired program.

Determine treatment time*, frequency, pulse width, and pulse time.
Determine current intensity.

Press PLAY/PAUSE/STOP button.

*At the end of the treatment, three beeps will sound.

NN

IPEN PROGRAM

Select IPEN program.

Determine treatment time* and current intensity.

Press PLAY/PAUSE/STOP button or handpiece on/off button.

*An extended beep signal will appear in “open circuit” errors, and three beeps will sound at the end of
the treatment time.

wp =

POINTER PROGRAM (Fig. 6)

Select Pointer program.

Determine frequency and pulse width.

Determine current intensity.

Determine time.

Press PLAY/PAUSE/STOP or handpiece on/off button.

OENIRENIES

DESCRIPTION OF OUTPUTS

Outputs 1to 4: Pulsed currents (monophasic and biphasic) from O to selected value according to selected

pulse and frequency.

Output 5:

. IPEN: Galvanic current for percutaneous electrolysis application.

*  Current: Asymmetric biphasic pulse at 10Hz frequency and 300ms pulse (adjustable). For verifying
needle positioning in neuroactive points, for neuromodulation, or at the motor point for muscle elec-
trostimulation.
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The device includes 15 different programs, The different modes/programs will be selected by the physiotherapist:

PROGRAM TABLE

ELECTROPUNCTION

N° Name Description

1 Low combined frequency Freq = 2/2 Hz, Pulse = 180/250 ps, Time = 1 seg - 59 min 59 seg

2 Low single frequency Freq = 2 Hz, Pulse = 40 ps, Time =1 seg - 59 min 59 seg

3 High combined frequency Freq = 80/80 Hz, Pulse = 180/250 ps, Time = 1seg - 59 min 59 seg
4 High single frequency Freq = 100 Hz, Pulse = 40 ys, Time = 1seg - 59 min 59 seg

Low/high frequency combination | Freq = 2/80 Hz, Pulse = 200/200 s, Time = 1 seg - 59 min 59 seg

Memory 1 (Simple) Freq = 1-150 Hz, Pulse = 10-700 ps, Time = 1seg - 59 min 59 seg. Saved
Memory 2 (Simple) Freq = 1-150 Hz, Pulse = 10-700 ps, Time =1seg - 59 min 59 seg. Saved
Memory 3 (Combined) Freq = 1-150 Hz (2 etapas), Pulse = 10-700 ps (2 etapas), Time =1 seg - 59 min 59 seg. Saved
Memory 4 (Combined) Freq = 1-150 Hz (2 etapas), Pulse = 10-700 ps (2 etapas), Time = 1seg - 59 min 59 seg. Saved
Neuromodulation Freq = 2 Hz, Pulse = 250 ps, Time = 1seg - 59 min 59 seg

- MSUN (Segmental Stimulation) | Freq = 30 Hz, Pulse = 210 ys, Time = 1seg - 59 min 59 seg

TENS Freq = 1-150 Hz, Pulse = 10-700 ps, Time =1 seg - 59 min 59 seg
Microcurrents Freq = 1-150 Hz, Pulse = 10-700 ps, Time =1 seg - 59 min 59 seg
POINTER Freq =10 Hz, Pulse = 300 ps, Time = 1seg - 59 min 59 seg
- IPEN (Electrolysis) Intensity 0,01-20 mA, Time: 1 seg - 59 min 59 seg

000800

Monophasic or biphasic symmetric (pulsed) currents

Monophasic (pulsed) currents

Asymmetric biphasic currents

Symmetric biphasic currents

Galvanic (continuous) currents

Figure 7
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2. INeedle insertion into the device

Needle insertion into the device
Use gloves for needle manipulation (Fig. 8 and 9).

Avoid contact with the needle body by holding it by the head to prevent product contamination.
Press the button on the handle to insert the needle.

The needle head should be carefully inserted into the handle until a stop is felt.

After performing the technique, remove the needle by pressing the handle button again.

Figure 8 Figure 9

San, V‘: Faay
-

Figure 10
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3. Description of the APSe4 Device Programs

The APSe4 is designed to offer a wide range of treatments in invasive physiotherapy, focusing on the
management of cervical pain, tendinopathies, and trigger point stimulation.

Below is a description of the different programs available on the device:

3.1. ELECTROPUNCTURE PROGRAM

This program allows the electrical stimulation of myofascial trigger points. It is used to modulate muscle
tone, reduce pain, and facilitate muscle activation. The APSe4 offers preset programs and the possibility
to adjust parameters according to the patient’s needs, allowing work with high or low frequencies depen-
ding on the therapeutic goal.

COMBINED FREQUENCY ELECTROPUNCTURE PROGRAM

MENU o< D 80% Electropuncién o f} 80% Electropuncién «x T} 80%

Electropuncién 1 Baja frecuencia combinada R e s ioia conbinada
Neuromodulacién g iy ycuacia simle b Monofsica 2

5 . - 3 ecuenci
| (Estimulacién segmentaria) A gle cosbinade Cnnsll Canal2 Canal3 Canal4

- — ‘; TENS ;S:im:a;:::eﬁmin Immldad----
L Microcorrientes ) el i) Frecuencia +
e Pointer Juw 7 Menoria 2 (Simple) = | sl =
( IPEN (lectrolisis) ) © Memcria 3 (Conbinade) Tiempo de etapa +
Configuracion ] 9 Memcria 4 (Combired) Tiempo de tratamiento 00min00s;
Preset Low Frequency Program: Preset High Frequency Program:
First stage: 2Hz / 180us / 5sec First stage: 80Hz / 180us / 5sec
Second stage: 2Hz / 250us / 5sec Second stage: 80Hz / 250us / 5sec
. Ability to work with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.
. Off time setting (by setting Hz or ps to O).
. Display of the current stage time in progress.

SINGLE FREQUENCY ELECTROPUNCTURE PROGRAM

MENU << W} 80% | | Electropuncién < B o0k  Electropuncién o T 8%
[ Flectromncion ] e 5| | gumiemn e
Neuromodulacién [ Monofssica |8 )
~[MSUN (Estimulacién segmentaria) S : / - s :
ia si —_— Canal2  Canal3 Canald
. e - TENS 4 Alta frecuencia simple : o
S = = 5 Combinacién baja/alta frecuencia Intensided (00 -m-
(:v- lcr;.c?::lentes j) 6 Memoria 1 (Simple) i Frecuencia
olnter -» & - N = %
= 7 Menmoria 2 (Simple) =
(___ IPEN Flectrolisis) ) : e—— Ancho de pulso
—— - 8 Memoria 3 (Combinada) :
L ([ Configuracién ) | 9 Menoria 4 (Conbinada) Tiewpo de trataniento 00min00s
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Preset Low Frequency Program:
Single stage: 2Hz / 40us

Preset High Frequency Program:

Single stage: 100Hz / 40us

. Ability to operate with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.

COMBINED MEMORY ELECTROPUNCTURE PROGRAM

MENU o= H} 60%

(Estimulacién segmentaria)
2

Electropuncién
1 Baja frecuencia combinada
2 Baja frecuencia simple
Alta frecuencia combinada
Alta frecuencia simple

5 Combinacién baja/alta frecuencia

Electropuncién o« J} 80% |
8 Memoria 3 (Combinada)
D Meonofdsica D
e Canall Canal2 Canal3 Canal4

: Microcorrientes ) b Mamorie 1 (Siaple) Frecuencia +
E Pointer j’ 7 Wamaria 2 (Simple) = Ancho de pulso + (0 ps
[ IPEN (Electrolisis) — 8 Memoria 3 (Combinada) Tiempo de etapa +
! & : Configuracioén ] 9 Memoria 4 (Combinada) Tiempo de tratamiento
Non-preset Combined Memory Program:
First stage: determined by the therapist
Second stage: determined by the therapist
. Option to save the treatment program settings.
. Ability to work with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.
. Off time setting (by setting Hz or ps to 0O).
. Display of the current stage time in progress.
SINGLE MEMORY ELECTROPUNCTURE PROGRAM
MENU ox W) 80% Electropuncién <~ I} 50% Electropuncién <~ W 80%
Electropuncién dBa e fx echencia combinads 6 Memoria 1 (Simple)
. N Voo \z_V'Ba'a,fr. > ia simple ‘qw- s fasica
[—m—m 3 i:a frecua’)c?cu“‘cia oo:mada = :)
{ (Estimulacién segmentaria) SeNL . Canall Canal? Canal3 Canald
e 5 lta frecuencia simple
— TENS el VRIS Intensidad (00.0ua ) (00.0ma ) (00.0na ] (00.0nt )
E_ sl cr;corrientes j) Frecuencia (oHz)
: ointer - 7 Menoria 2 (Simple) -
(,.' IPEN (Electrolisis) j 8 M:;ﬂ 3 (Combinada) ki
l T Configuracién ] 0 Memoria 4 Combrrats) Tiempo de tratamiento 00min00s|
Non-preset Single Memory Program:
First stage: determined by the therapist
. Ability to work with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.
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3.2. NEUROMODULATION PROGRAM

In this mode, the device allows electrical neuromodulation over dermatomes, myotomes, and sclerotomes
related to pain perception. The program has a preset configuration but is also adjustable, enabling custo-
mization of intensity, frequency, and stimulus duration.
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Preset Neuromodulation Program:
Single stage: 2Hz / 250us

. Ability to work with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.

3.3. MSUN PROGRAM (SEGMENTAL STIMULATION)

Designed specifically for the stimulation of trigger points in deep muscles, this program uses safe and
effective parameters to reach hard-to-access tissues. It features a preset program optimized for clinical

use.
- MENU ' o« i} 80% MSUN LR BO%
[ Electropuncién =) _ (Estimulacién Segumentaria)

D
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Intensidad (KIS (00.0na ) (00.0mA ) ((00.0na )

= )
L Poiter. . ]* Frecuencia -
[ IPEN (Electrolisis) ) Ancho de pulso
(__  Configuracién ) Tieapo de tratamiento 00min00

Preset MSUN Program:
Single stage: 30Hz / 210us

. Program for the treatment of deep muscles.
. Ability to work with monophasic or symmetrical biphasic current.
. Parameter adjustment during the treatment.
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3.4. TENS PROGRAM

This program provides analgesia through neuromodulation, helping to reduce pain by stimulating spe-
cific nerve fibers. Although it is based on a general protocol, the user can modify the parameters to suit
the individual characteristics of the patient.
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Non-preset TENS program:
Single stage: determined by the therapist

. Program for the relief or blocking of chronic or acute pain.
. It operates with asymmetrical biphasic current.
. Parameter adjustment during the treatment.

3.5. MICROCURRENT PROGRAM

It is used for the stimulation of trigger points with very low intensities. This program is fu-
lly adjustable, allowing adaptation according to the patient’s sensitivity and the treated area.
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Non-preset MICROCURRENT program:
Single stage: determined by the therapist

. Ability to operate in mA or en YA .
. Maximum power: TmA / T000pA
. Works with monophasic current.
. Parameter adjustment during the treatment.
(© AGU-PUNT SL All rights reserved. Total or partial reproduction of this work, its incorporation into a computer system, or its

transmission in any form or by any means (electronic, mechanical, photocopying, recording, or otherwise) is not
permitted without prior written authorization from the copyright holders.



unt (1)

3.5. POINTER PROGRAM

The Pointer mode is used for direct and precise stimulation of the target tissue (trigger point) with a single
needle. It allows for localized intervention and can be configured using preset or adjustable programs,
depending on the therapeutic approach.

MEND < W oo Pointer o T} 80%
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IPEN (Elect'rolisis) Ancho de pulso -E::::m

( Configuracién _] Tiempo de tratamiento

Preset Pointer Program:
Single stage: 10Hz / 300us

. Program for the verification or stimulation of the target tissue.
. Operates with symmetrical biphasic current.
. Parameter adjustment during the treatment.

3.6. IPEN PROGRAM

This program applies controlled galvanic current and is specifically indicated for the treat-
ment of tendinopathies. The APSe4 allows modification of the program parameters,
adapting the electrolysis dose to the treatment progression and the patient’s tolerance.

MENU = W} B0% IPEN o~ WD 80% r
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{ TENS_ : Intersidad: :
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Pointer : : 1 o Voltaje

IPEN (Electrolisis)

Energia

Non-preset IPEN Progam:
Single stage: determined by the therapist

. Program for the electrolysis technique.
. Operates with galvanic current.
. Parameter adjustment during the treatment.
. Real-time voltage display.
. Real-time accumulated energy display.
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 W.APPLICATIONOFTREATMENT

Treat the patient in a supine position.

Attach the positive electrode to the patient, as close as possible to the area to be treated.

Identify the region to be treated through relevant clinical tests.

Determine the area to be treated.

Calculate the optimal intervention dose.

Prior to applying the needle electrode, disinfect the patient’s skin area to be treated in each treatment

session using a disinfectant composed of benzalkonium chloride with a broad spectrum as a bacteri-

cide, fungicide, tuberculicide, microbactericide, and virus inactivator (HBV and HIV).

Determine the angle of needle insertion into the tissue.

The APS needles (CE 1639 certified and compliant with quality and safety standards corresponding

to applicable regulations).

9. Different manufacturing sizes are for single-use, sterile, and disposable.

10. Asingle needle is used in each intervention, and it should be disposed of in authorized disposable bins
at the end of the intervention.

1. The handle must be disinfected in each intervention using 2% peracetic acid, such as Helix ®, which
has potent sporicidal, bactericidal, fungicidal, and virucidal properties.

12. Press the button to start the treatment.

SRCIIRENES

® N

List of Cables and Accessories accompanying the APSe4 device

Universal Type-C charger cable.

Applicator handle with needle holder.

Return electrode.

4 sets of cables (1.5 meters in length each).

APS iPEN needles (percutaneous electrolysis needle).
8-way octopus cable.

The supplied cables and accessories are intended for use with the APSe4 device only, and their use with
any other APSe4 device or system is not recommended

The use of other cables and accessories not included and specified for the APSe4 system could adversely
affect the safety and electromagnetic compatibility of the equipment, leading to malfunctioning.

1. Intended purpose

The proposed device is an intratissue percutaneous electrolysis system intended to apply galvanic
currents to tissues producing an electrolysis which activates the regenerative process.

2. Troubleshooting

Device does not power o

*  Check that the switch is in the “on” position.
* Connect to power in case the device’s battery is depleted

Blank screen
* Appears when an error in the initialization system is detected, as a safety mechanism. Restart the
equipment with the switch.
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3. Population and related medical conditions

The APSe4 is intended for use in adults (of all ages and genders) suffering from tendon pathologies and
soft tissue injuries (in the patellar tendon, Achilles tendon, pubalgia/hernia, lateral and medial epicondyli-
tis, rotator cuff, plantar fascia, and musculoskeletal injuries).

4. Side Effects

Occasional side effects that may occur during treatments:
Side effects are defined as “an unexpected or unusual reaction, in addition to the normal expected phy-
siological or psychological effects.”

CUTANEOQOUS

SYMPTOMS

CARDIORESPIRATORY

NEUROLOGICAL

MUSCULOSKELETAL

Rash

Irritation

Unexpected redness

Burns

Blister formation

Cracks
Exfoliation
Discomfort
Pain
Nausea
Headache
Dizziness
Fainting
Vomiting
Diarrhea
Dyspnea
Numbness

Tingling

Changes in muscle tone

Joint pain
Muscle pain

Pain

Side effect / Residual risk

Description and possible cause

Estimated
frequency

Action / Recommended measure

Mild local erythema or
redness

Transient skin irritation from electrical
stimulation or electrode contact

Qccasional (1-
10 %)

Self-limited; no treatment required.
Stop session if persistent.

Tingling or mild warmth
during use

Normal sensory response to electrical
stimulation or tissue conductivity
variation

Frequent (10—
30 %)

Expected effect; reduce intensity if
discomfort appears.

Mild pain at needle insertion
site

Local reaction or controlled microlesion
due to percutaneous technique

Occasional (1-
10 %)

Self-limited; apply local cold if needed.

Mild itching or skin irritation
after treatment

Mild hypersensitivity or residue from
contact materials

Rare (<1 %)

Clean area, apply neutral cream;
discontinue if persists.

Superficial hematoma or
bruising

Minor capillary lesion during insertion

Rare (<1 %)

Apply light pressure; resume
treatment once fully resolved.

Transient muscle fatigue or
weakness

Repeated stimulation or excessive
intensity

Very rare (<0.1
%)

Reduce intensity or treatment time in
future sessions.

Serious adverse event (burn,
severe pain, syncope,
infection)

Incorrect use, out-of-range parameters,
or application in contraindicated area

Extremely rare
(<0.01 %)

Stop treatment immediately; contact
technical service or medical
assistance.
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Note:

All listed effects are temporary and reversible, based on clinical experience and literature for
percutaneous electrotherapy.

Operators must interrupt treatment and report any unexpected or severe reaction according to local
vigilance procedures.

5. Manufacture’s guide and declaration. Electromagnetic emissions

The APSe4 device has been tested according to standard EN 60601-1-2:2015. However, like all elec-
tro-medical equipment, it requires special precautions regarding EMC (Electromagnetic Compatibility),
and the instructions provided in this section must be followed.

Portable and mobile radiofrequency communication equipment (e.g., walkie-talkies, mobile phones) may
affect the proper functioning of the device. Also, avoid using it adjacent to or stacked with other electro-
nic equipment to prevent possible interference that may cause malfunction of the device.

The use of accessories other than those specified could cause device malfunction or increase emissions
or decrease device immunity. Always use those recommended in these instructions.

Emission Testing Compilance Electromagnetic environment

The APSe4 device uses RF ener-
gy only for its internal operation.
Therefore, its RF emissions are
RF Emissions Group 1 very low and unlikely to cause in-
terference with nearby electronic
equipment.

The APSe4 device is suitable for
use in all types of residential ins-
tallations and those directly con-

RF Emissions Class B nected to the low-voltage public
network supplying residential
buildings.

The APSe4 device should not be used alongside or mounted on other equipment.
If it is necessary to install it alongside or mount it on other equipment, it should be
observed to verify its normal operation in the configuration in which it will be used.

WARNING: The use of cables and/or accessories other than those specified may

cause an increase in EMISSIONS or a decrease in the immunity of the equipment.

Use only original cables and/or accessories, or original spare parts, supplied by
the manufacturer.
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