Transcutaneous Electrical Nerve Stimulator (TENS)
Powered Muscle Stimulator (EMS)
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GENERAL DESCRIPTION

Electrical myostimulation has provan to be highly valuable as a mathod of pain tharapy.
With some restrictions, physicians or licensed practifionerss can prescriba the unit lo
patients for home use. The unit is a dual-channel electric stmulstor for active treatment
applicatian, which is equipped with a Liguid Crystal Display indicating operation modes
and cuipuf; as wall as an 3-bit micro computer for controfing the system. The unit
creales elecirical iImpulses. The inlensity, duraton, frequency per second and
midulation of these impulses can be adjusted through ha device controls,

SYSTEM COMPONENTS

Your device may include the following components or accesscrias:
Lnit

carnying case

2 Lead wires

4 Electrodas (1 pack)

S-voli battery

Operation manual

If you are méssing any of these lems, please contast ReliaMed® at 1-800-409-2848
before using the unit,

LIMITED PRODUCT WARRANTY

Your ReliaMead® GM3IZOTE COMBO TENS EMS unit is warrantad to be free from
defects in materials and workmanship occurring within one year from dale of purchase,
when used in strict accordance with the Instructions provided with the ReliaMed®
GM3IZ0TE COMBO TENS EMS unit. The sole remedy for a breach of this warranty is
replacement of the defective materials or componants. This warranly axtends only o
the ariginal purchaser, The purchase receiot or other proof of date of onginal purchass
is required befora full raplacement will be provided.

Please confact Reliabeds® at 1-300-409-2848,



ReflaMed® MAKES NO OTHER WARRANTY, EXPRESS OR IMPLIED, INGLUDING,
WITHOUT LIMITATION, ANY IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPDSE, ALL SUCH WARRANTIES BEING
HEREBY EXPRESSLY EXCLUDED.

The warranty described above does nat extend to the normal wear of the product and is
wold if the product housing has been removed o if the product falls to function properly
as a resull of an accident, misuse, abuse, naglect, mishandling, misapplication,
defective batteries, faulty mstallation, set-up, adjustments, improper mainiznancs,
alteration, maladjustment of controls, modification, power surges, commarcial use of
product, use of product which differs from the suggested use set forth in the product
instructions, sarvice by anyona ather than an authorzed service centar or actzs beyond
the control of the manufacturer.

RafiaMedi SHALL NOT BE LIAELE FOR ANY INDIRECT, INCIDENTAL,
CONSEQUENTIAL OR SPECIAL DAMAGES WHETHER ARISING UNDER
COMNTRACT, TORT, STRICT LIABILITY, STATUTE OR OTHER FORM OF ACTION OR
ANY DAMAGES IN EXCESS OF THE COST OF THE REPLACEMENT OF THE
PRODUCT

INDIGATIONS AND CONTRAINDICATIONS

Read the operation manual before using the device. Federal Law (USA) restricts this
device o sale by, or on the order of, a physician or licensed practitionar. Follow your
physician's or licensed practiioner's precize instructions, and i himMer show you
where o apply the slecirodes. For successiul therapy, the correct application of the
electrodes is an important factor. Carefully write down the settings your physician or
licensed praciiioner recommeands.

The following stalements apply to the TENS operation function:
indications for use

This device is available by prescription only and s t6 be used only for symptomatic ralief
of chronic intractable pain as prescribad by a physician or licensed practitionar.

Contraindications

L] Any electrode placement that applies current to the carotid sinus {neck) region.

. The use of TENS whenever pain syndromes are undiagnosad, until cause =
detemminad.

] Patients with implanied electronic devices [for example, a pacemaker) or metallic
implants should not use this device.

] Ay electrode placemant that causes curmant to flow through the head.

The following statements apply to the EMS operation function:

Indications for use

Relaxation of muscle spasms

Pravention or retardation of muscle atrophy

Increasing local blood sircuiation

Musche re-sducation

Immediate past-surgical stimulation of call muscles to prevent venous
thrombeosis

L Maintaining or ncreasing range of maotion

Contraindications
Powerad muscle stimulators shauld not be usad on patents with cardiac deimand

pacemakers,



WARNINGS/PRECAUTIONS

The following statements apply to TENS operation function:

A

Warnings

The davice must be kept out of reach of childran,

The safety of device for use during pregnancy or delivery has not been
established.

Do not place electrodes on front of the throat, This may result is spasms of the
laryrgeal and pharyngeal muscles.

0o not place the alactrodes aver the carotid nerve (the frant and sidas of the
neck),

The device Is nat effective for heagaches.

Caution should be used when applying the device to patients suspected of
having hear diseasa. Further clinical data is neadad to show if thars ara adverss
side effiects on those with heart disease.

The device may Interfere with electronic monltoring equlpment (such as ECG
moniters and ECG alarms),

Elecirodes should not be placed over the eyes, in the mouth, or intarnally.
These devices have no curalive value, TENS is a symptomatic treatment that
suppresses ine sensation of pain, which would otherwize serve as a proteciive
machanism.

TENE devices should be used anly under the continued supervision of a
physician or licensed practitioner.

Do not use on broken skin.

Effectivensss iz highly dependent upen patient selection by a person gualified in
pain managemeant using TEMNS

If the device treatment becomes ineffective or unpleasant. stimulation should be
dizcantinuad until re-evalustion by & physician or licensed pradiitioner

Always tum the device off before applying or removing electrodes.

-

Tha davica doas not have AAPIAPG protection.. An explosion hazard is posgible
If used in the presence of explosives, flammable materizls or flammable
anesthetics.

ﬁ!- Precautions/Adverse Reactions

The following statements apply to EMS operation function:

Izolated cases of skin aritation may occur at the site of elsctrode placemant

folowing long-tarm applicaton.
Skin irritation and alecirode burns are potential adverss reactions,

ifh WARNINGS/PRECAUTIONS

The device must he kept out of reach of children.

Partable powsred musche stimulators should not be used whils drving, oparating
machinery, or during any sctivity in which Involuntary muscle contractions may
[t the usar At risk of injury.

The safety of the device for use during pregnancy or delivery has nol baen
astablizhed.

Do not place sleclrodas an front of the throal. This may result in spasms of the
laryngeal and phanmges! muscies

Do not place the electrodes over the carotid sinus (neck)

Caution should be used whan applying the device to pafients suspected of
FHaving heart disease, Further clinical data is needed to show if there are adverse
side effects on these with heart disease.

The device may interfere with electranie monltoring equipment (such as ECG
manitors and ECG alarms).

Electrodes showld not be placsd over the eyes, in the mouth, or internally.

EME devicas should be used only under the confinued supervision of 3
physician

Do not use on broken skin.

If the device treatmant becomes ineffective or unpleasant, stimulation should be
discontinued until re-evaluation by a physician/clinician,

Always turn the device off before applying or removing slectrodes,

The devica does not have AAPIAPG protection. An explosion hazard is possible
if used In the prasence of explosives, flammable materials or flammable
anesthetics,

Caulion should be used for petients with suspected or diagnosed epilepsy.
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m Adverse Reactions

- Skin irmmitation and ekectrode burns are potential adverse reactions, Stimuiation
should be stopped and electrodes removad until the causs of the iritation can be
detanmined,

. Isolzted cases of skin iritation may occur at the site of electrode placamant
following long-term application. Alwavs properly clesn skin before use. If skin
irritetion occurs, discontinug use. Do not resuma use of the ZZAT00 Powearad
Muscla Stinmulator (EMS] unit until you have seen your physician or licenzed
practitioner.

ABOUT THE DEVICE

Your device offers two controllable cutput channels. This device creates slectrical
Imputses whose amplitude, duration and modulation can be altered with the controls or
buttons. The device controls are vary sasy to uss, and tha cap and slide cover protact
accidental changes in sellings.

CH1 Output Receptacls

CHY OMAOFF and Amplitude Conlid

CH2Z OMCFF and Amplitude Conlrod
CH2Z Cutput Receptacie

LCD Panef

KEY Cantrol

MOCE

EFT

) WIDTH ;;hl] RATE
Y Slide Cover TIME

=

THE DEVICE CONTROLS

Slide cover
A cover conceals the controls for Mode, Time, Width &'W (SET/ENT), Rate AW (A
W), Press the iopside of the cover and pull dawn in order to apaen the cover,

Intensity
The Amplitude Control knabs are loceted on the top of the unit under the cap for the
strength adjustment of the stimulation, and also function as ON/OFF cantrols.

Maode

The Mode key is used to select/set the type of treatment utiized. The seven mades ars
Burst (B), Cantinuous (G, Modulation (M}, Strength-Duration and Rate modulation
[SDR), Strength Duration and Width modulation (SDW), Synchronous (S) and
Alternation [A).

Time
Treatment time can De preselectad/set with Time key, There are three programs of fixed
duration 15, 30 and 60 minutes, and one pragram of continuous cutpul, Press the key
until engaged in position degired

15 mibn | 15-min symbod light on

30 min : 15- and 30-min symbals light an

60 min ; 15-, -, and BJ-min symbols light on

Continuaus | 15 and 30-min symbals light an, and the G3-min symbel llashes
To reset timer, fum both channels off.  When you are ready io begin another reatment
cycla (at least rest for 5 seconds), tum the unit on as normal.  The tmer will be resel ta
its cument setting

Width AW
The Widih key regulates the pulse widith for bath channels.

Rate &AW
The Rata key requiates the number of pulse per sacond Tor bath channels.

SETIENT
The SET/ENT keys are uged to select the type of treatment utilized, The lype of
freatment utilized includes Cyde On time, On Ramp fime and Cycle OfF time. The
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zalacied parameter will flash during adjust,

AY
The &AW keysregulate the number of On, Ramp and O values.
After completing naw valuas setting. prozs ENT key to update the new value.

ATT EL WIRES

Insert the laad wires Into the output receptacie located on top of tha unit by hoiding the
insulzted porfion of the conrector, and pushing the plug end of the wire into ane of tha
jacks, Affer connecting the wires to the unit, attach sach wire (o an electrede. Lead
wires provided with the device are compliant with mandatory complisnce standards as
st forth by the FDOA,

Note: Use caution when you plug and unplug the wires. Pulllng on the lead wire
instead of its Insulated connector may cause wire braakags.

Caution: Mever Insert the plug of the lead wire into an AC power supply socket.

ELECTRODE SELECTION AND CARE

Your physician or llcensed practitioner should decide which type of electrode is best for
your condition. Follow application procadures outlined in electrode packaging o
mamntain stimutation and prevent skin irmtation. The packaging will provide instructions
for care, maintenance and proper siarage of your elactrodes

Be sure to use the alechodes previded by ReliaMed® andior similar FDA legally
marketed electrode the same size, or larger than, the elecrodes that ate provided with
this GM320TE (Combo) TEMS EMS unit.

CONNECTIN CE

IMPORTANT; Be sure both Amplitude Contral knobs for Channel 1 and 2 are
turned to the OFF position before connecting the device.

-B-

1. Prapare the skin, Always clean the electrode site with mild soap and waler, rinsa
weell and blot dry thomughly, Any excess hair should be clipped, not shawved, to
ensure good electrode contact with the skin. You may choose to use a skin
treatment or preparation that |5 recommended by your physician or licénsed
practitichar. Apply & skin treatment or preparation, et dry and apply glectrodes as
directed, This will reduce the chanca of skin Irritation and extend the life of the
alectrodas.

Z. Gonnect lead wires to the electrodes. Connect the lead wires to the electrodes
before applying the electrodes to the skin.

3 Place alectrodes on skin. Place the slectrodes on the skin as recommendead by
your physician o licensad practitioner. Avoid excessive siretching of the skin when
applying electrodes, This is best accomplished by apalving the alecirode and
smioothly pressing it in place from the center oubward.

4. Insert lead wire connector te device. Plug and of lead wire Into the chanral
outpul receptacle to be used, pushing plug in as far as it will go,

5. Belect treatment settings, Check that the unit is set ta the proper setlings as
recommended by your physician or ficansed practitioner,

i, Adjusting channel amplitude contrel. Locate the Amplitude Control knobs at the
top of the unit. Slowly turn the Amplitude Contral knob for Channel 1 clockwiss
until ¥ou reach the intensity recommeanded by vour physician or licensed
praciitioner, Always star with the lowest intansity and increass slowly. Repeaat the
same process for Channel 2, if appropriate.

If the stimulation levels are uncomfortable or become uncomfortable, reduce the
stimulation amplitude to a comfortable level. If probloms parsist, stop treatment
and contact your physician or licensed practitioner,

BATTERY INFORMATION

A Beyolt, disposable battery is provided with yeur unit, When the fow-battery indicator
appears, the battery has become too weak to power the unit and will need to be
changed. Al this poini, the unit will shut off witil @ fresh battery 15 insertad



stimulation is felt. If device still 13 not working, tum the unil off and contact your

CHANGING THE BATTERY Reliahed®,
When the low-battery indicator appears on the LCD panel, the battery should be If any other problems occur, please consult or return the device to ReliaMed®. Do
replacad with a new battery, repair a defective device.

1 Remove the zlide cover by pressing the fop and sliding down until it is complately
removed from the unlt This will reveal the battery compariment.

2. Remove the old batiery from the device. TECHNICAL SPECIFICATIONS

3. Place g new battery in the compariment. Note the praper polarity alignmernt
indicated on both the battzey and the compariment

4, Make sure io safely dispose of the old battery, Charnnel: Dwal, isolated betwsen channeals
| Pulse Amplituda: Adjustable 0-80 mA peak into 500 0 load each channal,
conatant currant
CLEAMING THE DEVICE Pulse Rate: 1 Hz-180 Hz {adjustabla), 1 Hz/stap (1-20 Hz), & He'step
[20-160 Hz)
The device may be cleaned by wiping gently with & damp cloth moistanad with mild Pulsa \Width: a.  S0-260 ps adjustable for TEMS, 10 psfstep
soap and water. Maver immerse the devica in water or other liguids. b, 250 ys fixed for EMS
Zoftwara Ramp Up: By changing moda, the cutpul will raset fo zero; then,
Wipa lead wires with a damp clath if they becomea soiled. ramp up to its original setfing intensity. 1t will protect users
from a suddan surge
To praperly slore the devics for an extended period of time, remova the battery from tha Patient Compliance Meter.  Shows the treatment fimes in hours
unit. Put the unit and accessones in the carmying case and store In & cool, dry location Patient Lock System; Prevents tha user from changing any fixed parameters
set by the physician or licansed practiliongr
Timer: 15-, 30-, and 80-minute; and continuous mode
TROUBLESHOOTING LeD: TEMS - Shows modes, pulss rale, pulse widih, timer and
CH1MCH2 en LCD panel
if the device does not function properly: EMSE - Shows medes, pulse rate, on time, off time, timer
1. Make sure the battery is properly installed, or replace the baltery. Be sure o and CH1/CHZ an LCD panal

ohsenva proper palanly makings when replacing the battery. If the low-battary
indicator appears when the unit is tumed on, replace the batlery and rachack.

2. If the intansity has bean adjusted and there is no stimulation, check that the lead
wires are properly connected and the electrodes ara in place. IT the unit appears o
be functioning and no stimukation occur, the lead wires or electrodes may need o
be replaced.

3. [fthe battery appears to be charged and the unit is not functioning, turn both
Amplitude Control knobs to the OFF position (counterclockwise) for about
five seconds. Next, gradually turn the Amplitude Cantrod knab clackwise until
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Function Modes:
TENS:

B: Cycle Bursts, 2 bursts/sec, 3 pulses/Burst, 100 Hz: adjustable width.

C: Continuous mode, Pulse rate, pulse width and intensity are fully adjustable,

M: Modulated Width. Pulse width is automatically vared in a six-second Interval. The
modulation range of pulsa width is from setting value to 35% less than the control
setting valua, then returns o the setting value. Rate, width and intensty are fully
adjustainle.

S0R: Strength, Duration and Rate Modulation, S0R consists of aftemating modulated
intensity {(amplitude) and pulse rate; meaning that one parameter is always
incraasing while the other is decreasing, and vice versa. The stimulation intsnsity
decreases 20% from the intensity control seiting and returns 1o the setting valus;
while lhe pulse rate increases 45% from the modulated mie to the seiting value
and retums to the modulated rate, Toial cycle tme i3 six seconds. Rale, Width
and Intensity are fully adjustable.

S0W: Strength, Duration and Width Modulation. SOV consists of allemating modulated
intenzity (amplitude) and pulse width; meaning that one paramater is always
incraasing while the other is decreasing, and vice versa. The stimulation intensity
decreases 20% from the intensity control setting and returns o the seiting value,
lhe pulse widih increases 54% from the modulated width {o the seiting value, and
returms ta the modulated width. Total cycle time is six seconds, Rate, width and
intensity are fully adjustable.

i

5 Synchronous

C: Constant

A Altermafion

Cin Ramp: Adjustable 1-8 ssconds

Cycle ON Time; Adjustable 1-30 seconds
Cycle OFF Time: Adjustable 1-30 saconds

Wave Form: Asymmetrical biphasic sguars pulse
Maximum Charge per Pulse; 21 micro-coulombs maximum
Valtage: 0-110 Volis (Open Clrouit)

Power Source: B-\olt Battery

Dimensions: 108 mm(H)} = 61.5 mmiW] = 25 mm(T)
Waight: 140 grams (battery inclided)

All electrical specifications -are £10% 500 0 load
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