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This manual is valid for the CareTee™ll
TENS/EMS Stimulator

This user manual is published by Current Selutions™, LLC

Current Solutions™, LLC does not guarantes is contents and
reserves the right to improve and amend it at any time without
prior notice. Amendments may however be published in new
editions of this manual.

All Rights Reserved.Rev.V1.0® 2011

& United States Federal Law restricts this device to sale by
or on the order of a physiclan or ficensed practitioner

Conformity ta safety standards

Current Solutions™, LLC declares that the davice complies
with fnllownng normative documents:

IECG0601-1, IECE0601-1-2, | ECE0601-2~10, IEC60601-1-4,
18010893.5,15010993-10, IS010993-1
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1. Safe ormation

1.1 General

CareTec™ | Electrical Stimulator is a portable electrotherapy
davite fealuring two therapeutic modes: Transcutaneous
Electrical Nerve Stimulator and Eiectrical Muscle Stimulation
which are used for pain relief and electrical muscle stimutation.
The stimulator sends gentle electrical cirrent to underlying nerves
and muscle group via electrodes applied on the skin. The
pararneters of device are controlled by the channel huttons. lts
intensity level is adjustable according to the needs of patients,

1.2 Medical background

EXPLANATION OF TENS

Transcutaneous Elecirical Nerva Stimulation (TENS} is a
non-invasive, drugfree method of controlling pain. TENS uses
electrical impulses sent through the skin fo nerves to modify your
pain perception. TENS does not cure any physiological problem;
It only helps control the pain. TENS does not work for everyone;
however, in most patients it is effective in reducing or eliminating
the pain, allowing for a return to normal activity.

EXPI ANATION OF EMS

Electrical Muscle Stimulation (EMS) is an internationally accepted
and proven way of treating muscular injuries. it works by sending
electronic pulses to the muscle needing treatment; this causes the
muscle to exercise passively, it is a product derived from the square
waveform (ladder-shaped). Through the square wave pattern it is
able to wark dire ¢ty on muscle motor neurons. This device has low
frequency and this in conjunction with the square wave pattern
allows direct work on muscle groupings. This is being widely used
in hospitals and sperts clinics for the reatment of muscular injuries
and for the re-education of paralyzed muscles,fo prevent atrophy

in affected muscles and improving muscle tone and blood circutation.

131 ation for use

CareTec™ Il electrical stimulator may be used for tha following

congditions:

1) Sympiomatic refief of chronic intractable pain; Post traumatic
pain; post surgical pain.

2) Refaxation of muscle spasm.

3) Increase of bload flow circulation

4) Prevention of disuse atrophy

5) Muscle re-sducation

6) Maintzining or increasing range of motior,

7) Immediate post-surgical stimulation of calf muscles lo prevent
venous fhrombosis

IMPORTANT SAFETY INFORMATION!

Read instruction manual before operation. Be sure to
comply with all “Contraindications”, Warnings”, “Cautions™
and “Adverse reactions” in the manual. Failure to follow
instructionz can cause harm to user or device.

1 nirai ations

1} This device should not be used for symptomatic local pain
relief unless eticlogy is established or unlass a pain syndrome
has been diagnosed.

2} This device should not be used when cancerous lesions.are
present in the treatment area.

3) Stimulation shouid not be applied aver swollen, infected,
inflamed areas or skin eruptions {e.g. phlebitis,
thrombophlebitis, varicose veins, etc.).

4) Efectrodes must not be applied 1o sites that might cause
current/stimulation to Aow through the carotid sinus region
(anterior neck) or franscerebrally (through the head).

5) De not use this device if the patient has a demand- type
cardiac pacemaker or any implanted defibrillator,



6} This device should not be used over poorly enervaled areas.

7] Epllepsy

8) Serious arterfal circulatory prablems in the lower limbs

2} Abdominal or inguinal hernia

10} Do not use this device if you have heart disease without
consulting your physician.

1.5 Warnings, Cautions and Adverse Reaclions

WARNINGS:

1} This device should be used only under the continued
supervision of a licensed physician.

2} The long-term effects of chronic electrical stimulation are
unknown,. Electrical stimulation devicas do not have any
curative value.

3) TENS is a symplomatic treatment and, as such, suppresses
the sensation of pain, which would otherwise serve as a
protective mechanism.

4} Safety has not been establishad for the use of therapeutic
electrical stimulation during pregrancy. Do not use during
pregnancy unless directed by your physician.

5) Electrical stimulation is not effective for pain of central origin.

6) Efectronic monitoring equipment (such as ECG monitors and
ECG alarms) may not operats praperly when slectricat
stimulation is in use,

7} Slimulation should not be applied over the carotid sinus nerves,
particularly in patients with a known sensitivity to the carotid
sinus reflax.

8) Stimulation should not he applied over the neckar mouth.
Severe spasm of the taryngeal and pharyngeal muscles may
occur and the contractions may be strong enough fo close the
airway or cause difficulty in breathing.

8) Stimudation should not be applied transthoracically in that the
introduction of electrical current into the heart may cause
cardiac arrhythmias.

10) Stimulation shouid not take place white the user is connected
to high-frequency surgical equipment, it may cause bum
injuries on the skin under the electrodes, as welf as problems
with the stimulator.

11} Do not use the stimulator in the vicinity of shortwave or
microwave therapy equipment, since this may affect the output
power of the stimulator.

12) Never use In anviranments with high humidity such as in the
bathreom or when having = bath or shower.

13} Caution should be used in applying electrical stimulation to
patients suspected of having heart disease. Further dinical
data is needed to show there are no adverse results.

14) Never use near the heart. Stimulation elecirades should naver
be placed anywhere on the front of the thorax {marked by ribs
and breastbone), but above all not on the two large pecteral
musclgs, Here it can increase the risk of ventricular fibriflation
and lead to cardiac arrest.

15} Electrodes should not be placed over the eyes, in the mouth,
near the genitals or internally.

18) Never use on the areas of the skin which lack normal sensation

17} Apply the electrodes to clean, dry, and unbroken skin only.

18) Keep electrodes separate during treatment, elsctrades in
contact with other could result in improper stimulation or skin
burns.

19} Keep the stimulator out of reach of children,

20} Consult your doctor if you are in any doubt whatsoever,

CAUTIONS:

1} Federal law (USA) restricts this device o sale by or on the
order of a physician.

2) For single patient use only.

3) Keep yourself informed of the contraindications.

4} Thie stimulator not intended for unattended, personal use by
patients who have noncompliant, emetionally disturbed,
dementia, or low 1Q.



5) Read, understand, and practice the warnings, cautions and
operating instructions, Know the limitations and hazards
associated with using any device. Observe the precautionary
and operational decals placed on the unit. Always follow the
operating instructions prescribed by your healtheare practifioner.

€) The instruction of use was listed; any improper use may be
dangerous.

7) Do not uee this device for undiagnosed pain syndromes untit
consuiting a physician.

8) Patiants with an implanied electronic device, such as a cardiac
pacemaker, implanted defibrillator, or any other meizallic or
electronic device should not use this device without first
consulting a doctor.

9} Stimulation delivered by this device may be sufficlent to cause
etectrocution. Electrical currant of this magnitude must not flow
through the thorax or acrgss the chest because it may cause a
cardiac armrhythmia.

10} Do not place efectrodes on the front of the throat as spasm of
the Laryngeal and Pharyngeal muscle may occur, Stimulation
aver the carotid sinus (neck region) may close the airways,
make breathing difficult, and may have adverse effects on the
heart rhythm eor blood pressure.

11} Do not place etectrodes on your head or at any sites that may
cause the electrical current to flow transcerebrally {through the
head).

12} Patients with heart disease, epilepsy, cancer or any other
health condition should not use this device without first
consulting a physician.

13) Some patients may experience skin irritation or hypersensitivity
due to the electrical stimulation or silicone rubber. If rash
develops or pain persists, discontinue use and consult 2 doctor.

14) Electrode placernent and stimulation settings should be based
on the guidance of prescribing practiioner.

15} Effectiveness is highly depsndent upon patient selection by a
person gualified in the management of pain afflicted patients.

16) Isolated cases of skin irritation may occur at the site of the
electrode placemant following long-term application. I this
occurs, discontinue use and consult your physician,

17) The electrodes are only to be placed on healthy skin. Avoid
skin irritation by ensuring that good contact is achieved
between electrodes and skin.

18) If the stimulation levels are uncomfortable or become
uncomfortable, reduce the stimudation intensity to a comfortable
level and contact your physician if problems persist.

19} This device should not be used whils driving, operating
achinery, close to water, or during any activity in which
involuntary muscle contractions
may put the usar at undue risk of injury,

20) Never use the device in rooms where aerosols (sprays) are
used or pure oxygen is being administered.

21) Da not use it near any highly fammabte substances, gases or
exploslves,

22) Do not use this device at the same time as olher eguipment
which sends electrical pulses to your body,

23} Do not confuse the slectrode cables and contacts with your
headphaones or other devices, and do not connsct the
alectrodes to other devices.

24) Do not use sharp objects such as pencil point or ballpoint pen
to operate the buttons on the control panel.

29} inspect Applicator cables and assosiated connectors before
each use,

26) Turn the device off before applying or removing electrodes.

27) Electrical stimulators should be used only with the leads and
electrodes recommanded for use by the manufacturer

28) This device has no AP/APG protection. Do not use it in the
presence of explosive atmesphere and flammable mixture.



Adverse Reactions:

1} Skin irritation from the electrode gel and electrode burns are

potential adverse reactions. |f skin irritation occurs, discontinue

use and cansult your physician.

2) If the stimutation lavels are uncomfortable, reduce the
stimulation Intensity to a comfortable level and contact your
physician if problems persist.

2. Presentation
2.1 Front and Rear Panel

1}

2)

Increasing the owtput intensity of channel 1 [A]. Toset the
application program and the parameter of the waveform in the
setting state.

Decreasing the output intensity of channel 1 [¥]. To set the
applicaiion program and the parameter of the waveform in the
setling state. To uniock the current treatment program.

3) Therapeuiic made selection [M]. Stop the treatment. Exit setting

4)
5)

6)

mode to the user interface.

L.CD display: Shows the operating state of the device.
Inceeasing the output intensity of channel 2 (4], Toset the
application program and the parameter of the waveform in the
setiing state.

Decreasing the output intensity of channel 2 [ ¥]. Toset the
application program and the paramseter of the waveform in the
setting state. To unlock the current treatment program.



7) Parameter Selection [S]: press the bufton to entar selting state;

you can select the difference parameters in conjunction with
[4] and [¥].

8) Turn OFF/ON: press the [()] button o fum on the device or
keep [(h] button for approx.3 seconds to turn off the device.

9} OQuiput socket: electric signal output after connection of the
cable with adhesive electrades channei 1

10) Output socket: slectric signal output after connection of the
cable with adhesive electrodes channal 2

11) Belt Clip

12} The battery compartment cover for opening

13) Adapter Receptacie

2.2 LCD display
.
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1) Display therapesutic mode

2) Display therapeutic program or Display the cycle time for
TENS therapeutic mode insetting state.

3} Timer symbaol

4) EMS waveform of ramp up and ramp down time

5) Display of waveform pulse width

6) Display the channel {

7y Display numbers of the output intensity for channel 1{CH1});
Display nurnbers of waveform pulse width or EMS waveform
of contraction {working) time insetting state.

8} EMS waveform of contraction (warking) tims

9) Display of waveform pulse rale

10) Display numbers of the output intensity for channel 2{CH2);
Disptay numbers of waveform puise rate or EMS waveform
of relaxation time in satting state.

11) The device is locked indicator

12} Low-battery indicator

13} Bispkay numbers of the treatment time or EMS waveform
of ramp up and ramp down time

14) EMS waveform of relaxation ime

15} Disptay the channet 2



3.1 Accessories

3. Specification

Ngo DESCRIPTICN QaTY

1 Electrical stimulator device 1 piece
2 Elaectrodes beads 2 pieces
3 1.5"x1.5" Adhesive Electrodes 4 pigces
4 gV Battery, type §F22 1 piece
5 Instruction Manual 1 piece
6 Carrying case 1 piece

3.2 Technical information

Channel Dual, isolated between channeis
9.0V DC ~1x6F22 battery
Power supply Adapter output:9.0Vde, B00mA
. 5°C to 40°C{ 4 1°F to 104 *F)with a relative
Sapec;';;:}lng humidity of 30%-75%, atmospheric
naions pressure from 700 to 1060 Hpa
Stora -10°Cto 50°C (14°F o 122 F) with a
condi?e relative humldity of 10%-90%,atmaspheric
ons pressurefrom 700 fo 1060 Hpa
Dimensions | 4.5%2.56x0.9 inches(L*W*H)
Weight ©.28 ibs{With battery)
There may be a £5% tolerance of alt
Tolerance setting and £10% tolerance of output
of intensity.
Adjustable, fram 1to 60 minutes or
Timar continuous, Adjustable in 1minutes each
step. Treatment time countdown
automatically.

Technical specifications for Transcutaneous
Electrical Nerve Stimulator (TENS) mode

Waveform Monc-phase square pulse wave

Pulse Adjustable, 0—-100mA peak at 1000 ohm

amplitude { oad gach channsi, 1mA/Step.

. Adjustable, from 50 to 300us

Pulse Width | icroseconds, 10uS/step

Pulse Rate Adjustable, from 1 to 150 Hz, 1 Hz/step
Burst rate: Adjustable, 0.5 ~ dMz;

Burst(P1) | 0.1Hz/step Pulse width adjustable,
50~300pS Frequency fixed = 100 Hz
The puise rate and pulse width are

Normal (P2) adjustable. It generates continugus
stimulation based on the setting value.
The pulse width is automatically variad in
a cycls time. The pulse width is decreased

. from its original setting to 60% in setting

Eﬂ§31£=g;h cycle time, and then increased from 60%

(P3) to its original setting in nest setlting cycle
time. In this program, pulse rate {1 o
150Hz), pulse width {50 to 300us) and
cycle time {5 to 30 sec) are fully adjustable.
The puise rate is automatically variedin a
cycle time. The pulse rate is decreased
from its original setting to 60% in setling

aﬂgﬁlgt?ct: cycle time, and then increased from 60%

(P4} to its original setting in nest setting cycle
time. In this program, pulse rate {1 to
150Hz), pulse width(50 to 300us) and
cycle time {5 {o 30 sec) are fully adjustable.




Technical specifications for Electrical Musele

Stimulation (EMS) mode

Waveform Mono-phase square pulse wave

Pulse Adjustable, 0~100mA peak at 1000 ohm

amplitude Load each channel, 1mAfSiep.
Adjustable, from 50 to 300pS

Pulse Width micreseconds, 10uS/step.

Puilse Rate Adjustable, from 1 to 150 Hz, 1 Hz/step

Contraction time| Adjustable, 1~30 seconds , 1 Sec/ step

f"c‘;“,':?,’;‘;‘r':: Adjustable, 0~60 seconds , 1 Sec./ step
Adjustable, 1-6 seconds, 1 Sec. / step,

Ramp time The “On” time will increase and decrease
in the setting value.
Stimulation of both channels occurs
synchronously. The "ON" fime including

(Sg;‘n)c hronous *Coniraction”, "Ramp Up” and "Ramp Down”
time. ON TIME=Contraction + Ramp up +
Ramp down
The Stimulation of the CHZ will occur after
the tst working of CH1 is completed. In this
program, The "ON" time including

Alternate {P2) | "Contraction™, “Ramp Up" and "Ramp Down”
time. The OFF Time should be equal or more
than the ON Time ON TIME=Contraction +
Ramp up + Ramp down OFF TIME=GN TIME
The Stimuiation of the CHZ will occur after the
1st working of CH1 |s started+ Delay Time.,
Delay time is adjustable form 1 to 10 sec.

Delay {P3) In this program, The “ON" time including

“Contraction”, "Ramp Up” and "Ramp BDown”
time. ON TIME=Contraction + Ramp up +
Ramp down

3.3 The waveforms of the stimulation programs

Burst
_| ___________
Burst Fraquency 7 puises
perbursk
Normal
Pulse Width Modulation

Pulse Rate Modulation

I cycletime !

e

cycle ime



Synchronous

Alternate

Delay

CH1 _/_\_/_\

ONTIME CFF HAME

CHz

CH1 _/_\_/_\
CHz2 /_\

NIVANVAN

Doty lirme

4. Instruction for use
4.1 Battary
4.1.1 CheckiReplace the battery

Over time, in order {o ensure the
functional safety of device,
changing the battery is necessary. P

1} Slide the baltery compartment
cover and open,

2} Insert the 9V batiery into the
hattery compariment.

3) Make sure you are installing the battery properly. Be sure to
match the positive and negative ends of the battery to the
marking in the battery compartment of the device.

4} Press and pull down foliowing the direction of the amow
indicated on the photo.

5} Replace the battery compartment cover and press to close.

6} If replace the battary, you should slide the battery compartment
cover and open. Pull up the battery fallowing the direction of the
arrow indicated on the photo. And insert the 9V battery
accaording to the above step 2} {0 5).

4.1.2 Disposal of battery

Spent batteries do not beleng in the household
wasie. Dispose of the battery according to the
current faderal, state and local reguiations. As

a corsumer, you are obfigated by {aw to retum EETm

spent battary.

Caufion:

1) Battery may be falal if swalfowed. Therefore, keep the
battery and the product out of the range of children, ifa
batfery was swallowed, consult a physician immediately.

2} If a battery has leaked, avoid contact with skin, eyes and
mucus membranes, Rinse the affected spots with lots of
clear water immediately and confact a physician right away.



3) Battery may not be charged, dismantled, thrown Into fire
or short-circuited.

4) Protect battery from axcess heat; Take the batlery out of
the product if they are spent or in case you no longer use
the article. This prevents damage caused by leaking battery.

§) Always replace the same type battery.

onng ades to lead wires

Insert the lead wire connector into elsctrodes cannector (standard
0.08 inch female connection). Make sure no bare metal of the pins
is exposed.

Connaction Cables Transpa Film

Caulion:
Pleasa always use FDA approved electrodes.

4.2 Connect [ead wires to device

1) Before proceeding to this step,
be sure the device is completely
turns OFF.
2) The wires provided with the
system insert into the jack
sockets located on top of the device,
3) Holding the insulated portion of the
connector, push the plug end of the

wire info one of the jacks (see drawing); cne or two sets of
wires may be used.

4] This device has two outpul receptacles controlled by Channel
1 and Channal 2 at the top of the unit. You may choose to use
one chanrel with one pair of lead wires or both channels with
two pairs of lead wires. Using both channels gives the user the
advantage of stimulating two different areas at the same time.

Gaution:
Do not insert the plug of the patfent lead wire into any AC
power supply sockst.

4.4 Electrode

4.4.1 Elecirode opticns

The electrodes are disposable and should be routinely replaced
when they start to lose their adhesive nature. if you are unsure of
your electrods adhesive propertizs, order replacement electrodes,
Replacement electrodes should be re-ordered through or on the
advice of your physician to ensure proper guality. Follow
appkcation procedures oullined in electrode packing, to maintain
optimal stimulation and to prevent skin irritation.

4.4.2 Place electrodes on skin

Apply electrodes to the exact site indicaled by your physician or
therapist, before applying electrodes, be sure the skin surface over
which electrades are placed is thoroughly cleaned and dried.

Make sure the electrodes are placed firmly to the skin and make
good contact between the skin and the electrodes. Place the
electrodes over the skin; attach them properly, firmiy, and evenly.



Caution:
1) Before applying the self-adhasive electrodes, it is
recormmended fo wash and degrease the skin, and then
dry it
2} Do notf turns on the device when the self- adhesive
glectrodes are not positioned on thebody. ;
3) Never remove the seff-adhesive alectrodes from the skin ]
while the device is still turns on.

4} It is recommended that, at minimum, 1.57%1.5"
self-adhering based, square elecirodes are used at the
freatment area.

4.4.3 Flectrade placement

Tha placement of electrodes can be one of the most important
parameters in achieving success with tharapy. OF utmost
importance is the willingness of the physician to try the various
styles of electrode placement to find which mathod best fits the
needs of the individual patient.

Every patient responds to electrical simulation differently and

their needs may vary from the conventional settings suggested
here. If the initial results ara not positive, spaak to your physician
about alternative stimulation settings and/or elecirode placements.
Once an acceptable placement has been achieved, mark down the
electrodes sites and the settings, so the patient can easily continus
treaiment at home.

4.5 Turnon

T

Before using the device for the first time, you are strongly advised
1o take careful note of the counter-indications and safety measures
detailed at the beginning of this manual {Safety information), as
this powerful equipment is neither a toy nor a gadget!

In order to turn on the device, keep the {t1) ] button pressed down
until the operation page appears on {he screen.

4.6 Sal ¢ Therapeutic Mode

There are 2 therapeutic modes avaifable —TENS and EMS.
The therapeutic mode can be selected by pressing the [M] control,

Caution:
Consult your physician for your suitabia therapetitic mode

4.7 Steps to Set a New Program
4.7.1 TENS Settin

Press the [3] button cycle to enter the satting state. The seftings
can be adjusted according to the following steps:

530
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1) Set the Therapeutic Program

There are 4 programs in TENS
therapeutic mode avaijlable —Burst (P1),
Naormal (P2}, Pulse Width Modulation
{P3), and Pulse Rate Modulation {P4).
The therapeutic program can be
selected by pressing the [4A] and [V]
button. When you choose to [B] program,
program [B] cutside of the box wilt be flashing.

2) Set Cycle Time (Optional)

Cycle time is adjustable form 5 to 30 seconds. Only modutation
has this parameter setling. Press [S] button cycle to enter this
menu, and then press the [4A] and [¥] button to adjusting the
satting.

3) Set Timer

Fress [5] button cycle to enter this sefting. The treatment time is
adjustable from 1 to 80 minutes or Continue. Press [4] or [¥]
buttan control to adjust setting. You can set the timer to
"Confinuous” mode by pressing the [4] control when it shows 80
minuies. its output will be shut off when time is up.



4} Set Pulse Widih
Pulse Width is adjustabkle from 50 uS to 300 uS. Pre§s 1S) buttor} o
enter this meny, then press [A] or [¥] bution to adjust the setting.

5) Set Puiss Rate

Puise rate is adjustable from 1 Hz to $50 Hz (0, 5 Hz o 5 Hz for
Burst). Press [S] button cycle to enter this menu, and then press
[4] or [¥] bution to adjust the setting.

4.7.2 EMS Settin

Press the [S] button cycle to enter the setting state. The settings
can be adjusted according to the following steps:

1) Set the Therapeutic Program
There are 3 programs in EMS
therapeutic mode available —Delay
{P1), Synchronous {PZ} and Alternate
{P3). The therapeutic program can
be selected by pressing the {4} and
[¥] button. When you choose o [S]
program, program {3] outside of the
hox will be flashing.

2) Set Timer

Prass [S} button ¢cycle to enter this seting. The treatment time is
adjustable from 1 to 80 minutes or Continue. Press [A] or [¥]
controf to adjust setting. You can set the timer to "Continuous”
mode by pressing the [4] button when it shows 60 minutas.

Its output will be shut off when time is up.

3) Set Pulse Width

The pulse width determines the length of lime. Each electrical
signat is applied through the skin, which controls the strength and
sensation of the stimulation. Press [S] button cycle to enter this
selting. The pulse width is adjustable from 50 to 300 uS.Press [4]
or [¥] button to adjust the setting.

4} Set Puise Rate
The pulse rate determines how many electrical impulses are
applied thraugh the skin each second. Press [S] button cycle to

enter this menu. By the [A] or [¥] button to adjusting the setting.

The pulse rate is adjustable from 1 Hz to 150 Hz.

5) Set Delay Time(Optional)

Dalay time is adjustable form 1 to 10 seconds. Only Delay
therapeutic program has this parameter setting. Fress [S] button
cycle to enter this menu, and then press the [A] and [¥]button
{o adjusting the setting.

6) Set Ramp Time

The ramp fime controls the tims of output current that increase
from 0 to the setling lavel, and from the setting vailue to 0. When
the ramp time is set, each contraction may be ramped up and
down in order that the signals come on and come off gradually
and smoothly. The ramp time is adjustable from 1 to 6 seconds.

7) Set Contract Time

The contract Time controls the time
of stimulation. The contraction time

]
can be adjusted. Press [S] button i P!
cycle to enter this mant, and than )
press the [4A] and [V] button to | ramp
adjusting the sefing, Both channels” | =
stimulation is cycled on and off by ; 1]

the contraction and relaxation settings.
The range is adjustable from 1 to 30
seconds.

Caution;
Contract fime has not inciuding the ramp up and ramp down
time, ON Hime=Ramp up + Coniract #ime + Ramp down.



8) Sef Relaxation (OFF) time

The OF Time controls the tims of relaxation. The relaxation time
zan ba adjusted. Press [S] button cycle to enter this menu, and
then press the {A] and [¥] button to adjusting the setling. Bolh
channels’ stimulation is cycled on and off by the contraction and
relaxation setlings. The range is adjustable from 0 to 60 seconds.
In Alternate pragram, the CFF Time should be equal or more than
the ON Time. (OFF TIME =ON TIME) ’

4.8 Adiust Channel Intensity

Press the intensity control button ({A] and {¥}) to contro] the
intansity output. Slowly press the intensity button control until you
reach the setting recommended by your physician or therapist.
Repeat for the other channel, if both channels are to be used.

Caution:

1}, If the stimulation lavels are uncomfortable or become
uvncomfortable, reduce the sfimufation imtensify to g
comfortable level and contact your medical practitioner if
probiems are still there.

2). If the electrodes no placed firmly on skin or the device
has not connacted on the electrodes, the stimulator's
output intensity surpasses 12maA, the intensily wiil enulis
automaticaily.

4.9.Lock the button

The Safety Lock Featurs automatically activates after there is no
aperation in the panel for 30 seconds by locking out the ability fo
press the buttons. This is @ safety feature to prevent accidental
changes to your settings and to pravent accidental increases to
the intensity levels. You can press either one of the [¥] buttons to
unlock the device. -

4.10. Stop the treatment

When you have activated the treatment timer, you can press the
EM] bution or the [] button to control stop the treatment.

Caution:

Default state, if the button is loched, you can press only one
of the [¥ [butfons to untock, and then press the [M] button
or the [¥] button to control stop the ireatment.

4.11. Turn DFF

Press f(h ) button and hold for approx.3 seconds to Turn OFF the
devica.

Caution:

1). i there is no operation in the panel for 3 minutes in the
waiting state, the device will be turns off aufomatically.

2). In shutlown state, keep pressing the channel 2 [ ¥ Jiirst,
and then press [tl) Jbutton at the same to restore facfory
parameter settings.

4.12. Low battery indicator

When the low power indicator flashes, the device will be turns off
automatically, the battery should be replaced with a new one as
soon as possible, However, the unit may continue to operate for a
few more hours depends on the selting intensity lavel.



5. Proarams 6. Cleaning and Care

Modulation Pulse . 6.1 Tips for skin care
Mode | Program Frequency Treat time
Method Width
To avoid skin irritation, especially if you have sensitive skin, follow
™ Burst 0.55Hz 50-300us | 1-60min.continous

these suggestions:

F2 Continuous | t-150Hz §0-200us | 1-60min,continous

1) Wash the area of skin where you will be placing the electrodes,

TENS| P3 Pulse widlh 34150Hz | S50-300us |1-80min.continous using mild soap and water before applying electrades, and after
modulalion taking them ofi, Be sure o rinse soap off thoroughly and dry
Frequency skin well, ‘
P4 1-180Hz | 50-300us |1-E0min,continous 2) Excess hair may be clipped with scissors; do not shave
modutation stimulation area.
P1 | Synchronous | 1-180Hz | 50-300us |1-60min,continous 3) Wipe the area with the skin preparation your clinician has

recommended. Let this dry. Apply elecirodes as directed.

4} Many skin problems arisg from the “pulling stress” from

P3 Delay 1-i50Hz | 60-300us |1-G0mincontinous adhesive patches that are excessively stretched across the
skin during application. To prevent this, apply electrodes from
centre outward; avoid stretching over the skin.

5) To minimize “pulling stress”, tape extra lengths of lead wires to
the skin in a locop to prevent tugging on electrodes.

8) When removing electrodes, always remove by pulling in the
direction of hair growth.

7) It may be helpful to rub skin lotion on elacirode placement area
when not weatring electrodes.

8) Never apply electrodes over irritated or broken skin.

EMS P2  |Asynchronpus| 1-150Hz 80-300us | 4-B0min,continous

6.2 Cleaning the device

1) Remove the baltery from the device every time when you clean it.
2) Clean the device after use with a soft, slight moistenad clofh.
In case of more extrerne soiling you can also moisten the cloth
with mild soapy water.
! 3} Do not use any chemical cleaners or abrasive agents for
cleaning.




6.3 Electrodes

1) Use the device only with the leads and electrodes provided by
the manutacturer. Use only the electrode placements and
stimulation setlings prescribed by your physician or therapist.

2} it is recommended that, at minirmum, 1.5” x 1.5” self-adhering
hased, sguare electrodes are used at the reatment area.

3} Inspect your electrodes before every use. Replace electrodes
as needed. Reusable electrodes may cause slight skin irritation,
lose adheslon and deliver less stimulation if overused.

Adhesive Pad

Canneclor for
Inserting Lead
wire Pin

Reusable, Self-adhering electrodes

To use these electrodes:

1} Aftach the elechode to the lead wire.

2} Remove the protective backing from the electrode suriace.
Do not throw away the proteciive backing because it is reused
after the treatmeant session has been completed.

3) Place the tacky surface to the presciibed skin area by pressing
he electrode firmly against the skin.

To remove your efectrodes:

1) Lift the corner of the electrode and gently remove it from the
skin.

2) Apply the protective backing to 1he tacky side of the electrode.
Place the slactrode on the side of the protective backing that is
labsled with tha word on,

3) it may be helpful to improve repeatad application by spreading
a few drops of cold water over the adhesive and turn the surface
up to air dry. Over Saturation with water will reduce the adhesive
praperties.

4) Between Uses, slore the electrodes in the resealable bag in &
cool dry place.

Caution:

» Do not puil on the electrode wire, Doing so may damage
the wire and elactroda.

» Do not apply to broken shin.
The elecirodes should be discarded when they ara no
lenger adhering.

o The electrodes are intended for single patient use only.

« If irritation occurs, discontinue use and consult your
clinician.

* Read the instructions for use of seilf-adhesive elfectrodes
befare application.

s Always use the electrodes with CE mark, or are legally
marketed in the US under 510{K) procedure.

6.4 Cleaning the Electrodes cords

Clean the electrode cords by wiping them with damp cloth.
Coating them lightly with talcum powder will raduce tangles and
prolong the fife.

6.5 Maintenance

1) Maintenance and all rapairs should only be carried out by an
authorized agency. The manufacturer will not be held
responsible for the results of maintenance or repaies by
unauthorized persons.

2) The user must not atternpt any repairs tc the devica or any of
its accessories. Flease contact the retailer for repair.

3} Opening of the equipment by unauthorized agencies is not
allowed and will terminate any claim to warranty.

4} Check the unit before each use for sighs of wear and/or
damage. Replace wear items as required.



7. Troubleshooting

If your device dees not sesm to be eperating carrectly, refer to the
chart below to determine what may be wrong. Should none of these
measures correct the problem, the device should be serviced.

Intarmitfant
ouiput

Lead wires

Program option
inuse

1. Verify connection is
secure. knsure firmly.

2. Turn down the intensity.
Rotate lead wires in sacket
80°, If still intermittent,
replace lead wirs.

3. If still intermittent after
replacing lead wire, a
component may have failed
Call the repair departmant.

Some programs will seem
intermittent. Thisis
expected. Refer to the
Program Qption Controls
in the Operation section for
a description of the
program aption.

Problem Possible Cause Soalution
1. Try fresh battaries.
2. Ensure batteries are
Displays fail| Battery inserted correctly. Check
i j the following
{o light up contact failure contacts:
-All contacts are in place.
«All contacts are not broken.
Electrodes
Stimulation | 1. Driedoutor | Replace and re-connect
weak contaminated
2. Placemeni
[ead wires Replace
1.01dworn/
damaged
Intensity is too i .
hr;g?] 4 Decrease intensity.
Stimulation | Electrodes are | Reposition the electrodes.
i too close
uncomfortable| together Replace.
d .
OD:T:,%E Replace electrodes with
electrodes or ones that have an active
lead wires area ne less than 16.0cm
*
Electrode active | 2{4cm*dcm).
area size is too
small.

Stimulation
is
ineffective.

Improper
electrode and
applicator
placemant
Unknown

Repaosition electrode
and applicator
Contact clinician,




8. Storage

1) For a prolonged pause in treatment, store the device in a dry
roem and protect & against heat, sunshine and moisture.

2) Store the device in a cool, well-ventilated place

3) Never place any heavy objects on the device.

9. Bisposal

Used fully discharged batleries must be disposed of in a specially
abeled collection comtainer, at toxic waste collection points or
through an electrical retailer. You are under legal obligation to
dispase of batteries correctiy.

Pisase dispose of the device in accordance E
with the legal obligation.
PR

10. Electromagnetic Compatibility (EMC) Tables

Emissions \ Eléctromagneiic

test Compliance| guidance
The device uses RF energy only

RE for its internal function. Therefore,

- its RF emissions are very low and

eCTésPs|;01n1s Group 1 are not likely to cause any
interference in nearby electronic
equipment.

RF

emissions

CISPR11 |ClassB
The device is suitable for use in
all establishments other than

H - domestic and those directly

armaonic connectad to the public low-
IeErrgsswns Not . voliage power supply network
£1000-3.2 applicable |at supplies buildings used for
o domeslic purposes,

voltage

"f‘:;g}:;artmns :IOtIicabl

amissions PP €

IEC

£§1000-3-3




-
B
-
=

ﬂ%‘p{&@ﬂ e ; A ok .-.

immunity IEC 60601 | Compliance) o nment -
test testlevel [level guidance

Floors should be

wouod, concrete or
Electrostatic| g1y +6 kV ceramic tite.
discharge contact | contact if floors are
{ESD)EC coverad with
61000-4-2 +8 kV air | 8KV air synthetic material,

therelativa

humidity should
be at least 30 %.

Electromagnetic

issi IEC 60501 § Compliance
f;;‘{“"’“s testlevel |leval environment -
guidance
Portable and mobile
RF communications
equipment should
Conducted 3Vrms | 3yrms be used no closar to
RFIEC 150 kHz any part of the device,
61000-4-6| 10 80 MHz inotuding cables,
Radiated | 3v/ms0 | 3V/m recommended
RFIEC MHz to separation distance
61000-4-3| 2.5 GHz calculatedfrom the

equation applicable
to the frequency of
the transmitter,
Recommended
separation
distance

d=12.F

ge1,2 5+ B00MHz

to 2,6MHz

d=1.2 47 , BOMHz
to 800MHz




Where F is the
maximum ouiput
power rating of the
transmitter in watts
{W) according to the.
Transmitter
manufacturer and

d Is the recommendad
separation distance
in meters {m).

Field sirengths fram
fixed RF transmitters,
as determined by an
electromagnetic site
survey, should be
less than the
compliance level

in each frequency
range.

Interference (([o)))
may gccur In &
the vicinity of
equipment marked
with the folfowing
symbol:

1. Field strengths from fixed transmitters, such as base

stations for radio {cellular/cordless) tetephanes and
land mobile radios, amateur radie, AM and FM radio
broadcast and TV breadcast cannot be predicted
theoretically with accuracy. To assess the
alectromagnretic environment due to fixed RF
transmitters, an electromagnetic sits survey should bs
considered. If the measuread fieid strength In the
tocation in which the device is used exceeds the
applicabie RF compliance level above, should be
observed to verify normal operation. If abnormal
perfermance is observed, additional measures may
be necessary, such as reorienting or relocating the
device.

2.0ver the fraquency range 150 kHz to 80 MHz, fietd

strengths should be less than {vi] V/m.

NOTE I At 80 MHz ends 800 MHz. the higher frequency
range applies.

NOTE 2 These gquidelines may not apply in all situations.
Electromagnetic propagation is affected by absorption
and reflection from structures, objects and paople.




Rated Separation distance according to frequency
maximum | of transmitter
output 150 kHz 80 MHz 800 MHz
powerof |t 80 MHz to 800 MHz | 10 2,5 GHz
trans;gmter d=1.2.F 4=1.2 B 423
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 23
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 meters {m}
can be estimated using the equation applicakle to the frequency
of the transmilter, where P is the maximum ouiput power rating
of the transmitter In watts{W) accardable to the transmitter
manufacturar.

NOTE | 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.

11. Glossary of Symbeols

Batch code

=
[»]
EllE

Serial number

I3

Elecirical devices are recyclable matenal and
should not be disposed of with household
waste aftar their useful life! Help us to protect
the environment and save resources and take
{his device fo the apprapriate collection points.
Please contact the organization which is
responsible for waste disposal in your area

if you have any questions.

Aftention: Raad the operating instruction
befors use!

=] B>

Degree of Electrical Protection BF

m

Complies with the European Medical Device
Directive {93/42/EEC) and amended by directive
2007/47/EC reguirements. Notified body

TOV Rheintand (CE0187)




12. Warranty

Please contact your dealer in case of a claim under the warranty.
If you have to send in the unit, enclose a copy of your receipt and
state what the defect is.

The following warranty terms apply:

1} The warsanty period for device is one year from date of
purchase. In case of a warranty claim, the date of purchase
has o be proven by means of the sales receipt or invoice.

2) Repairs under warranty do not extend the warranty period
either for the device or for the replacement parts,

3} The foltowing is excluded under the warranty;

* All damage which has arisen due to improper freatment, &.9.
noenobsarvance of the user instruction.

» All damage which is due fo repairs or tampering by the
customer or unauthorized third parities.

s Damage which has arisen during transport from the
manufacturer to the conaumer or during transport to the
service cantre.

o Accessories which are subject to normal wear
and tear.

4} Liability for direct or indirect consequential losses caused by
the unit is excluded even if the damage 1o the unit is accepted
as a warranty claim.




