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Please let the displayed signal be constant without
any contraction and then touch "Zero” button. Now, do
Work/Rest for three times.
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Information

- Biofeedback EMG
- Anal probe

Contractions with 50-75% of the maximum power
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2 Reinforcement -2
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Template Training Game Help X

- Total Time: Total time is the time that patient should play including both template duration and between
phase time and it is calculated by the below formula: Trial* (Template Duration*Number of Templates) +
(Trial-1)*(Between Phase)

+ EMG Channels and Pressure channel: In this game, you are able to use either one EMG channel or Pressure
channel. Activation or deactivation of a channel can be done by touching its name. When one channel is
chosen, it will be lightened and you are able to set threshold or use autothreshold. The value of threshold is
30 pv and 90 mmHg by default for EMG channel and Pressure channel, respectively, and it can be adjusted
manually in the range of 2-2000 pv for EMG channels and 2-300 mmHg for Pressure channel(by pressing +
or - next to the number of threshold).

- Autothreshold: It is possible to adjust the threshold automatically. After pressing this button, you will enter a
page and then by pressing Play’ button, you should ask the patient to do nothing to be able to see the

baseline (that should be zero). In this case Play’ will change to 'Pause’ which allow you to pause the signal

recoding. If you want to refresh this section, you should press &, and if you want to exit this page, you should
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Coordination Game

The aim of this game is to help the patient to establish and maintain the balance between two target muscles.
For this purpose, you must adjust the relevant parameters according to the patient's conditions.
After selecting this game, two buttons will appear, ‘Start’ and ‘Quit. By pressing ‘Quit’, you will go back to the

main page of the games, and by pressing ‘Start’, you will enter the page including Parameters.

This game can only be played by electromyogram signal. To play this game, it is necessary to connect both

EMG channels to the patient’s body.

Accuracy (pV): This parameter shows the difference between two channels’ voltage level that is accepted

for the balloon balance. Accuracy can be adjusted between 1-100 microvolts, and by setting this parameter
to the highest value, the game would be easier.
Delay (ms): This is the acceptable time for the patient to be able to balance between two voltage

channels. This period can be set between zero and 5000 microseconds. Actually, the shorter this time is, the
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Relaxation Game

Through this game, the patients suffering from muscle tension problems can learn to relax their muscles. For

this purpose, you must first adjust the relevant parameters according to the patient's conditions.

After selecting this game, two buttons will appear, ‘Play’ and ‘Quit’. By pressing ‘Quit’, you will go back to the
main page of the games, and by pressing ‘Play’, you will enter the page including Parameters.

Channel: In this game, you are able to choose either one EMG channel or Pressure channel.

- Trials: Trial is the number of times that the game is repeated and can be set between 1-99 times.

- Relaxation Threshold: Relaxation threshold is patient's threshold when his muscle is not in voluntary
contraction and is actually in rest mode. This value can be adjusted between 0 and 2000pv for EMG and
0-300mmHg for pressure.

- Relaxation Time: This is the time when the patient should try to keep his muscles in the relaxation state. This
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Work/Rest Game

This game can help the patients to do work/rest assessment and improve their function. For this purpose, you
must firstly adjust the relevant parameters according to the patient's conditions.
After selecting this game, two buttons will appear, ‘Play’ and ‘Quit. By pressing ‘Quit’, you will go back to the

main page of the games, and by pressing ‘Play’, you will enter the page including Parameters.

In this game, you are able to choose either one EMG channel or Pressure channel.
+ Work: This is the time when the patient should try to do muscle contraction. This period can be set between 1
and 99 seconds.
+ Rest: This is the time when the patient should try to be rest without any contractions in the target muscles.

This period can be adjusted between 1and 99 seconds.

- Trials: Trial is the number of times that the game (one work + one rest) is repeated and can be set between
2-99 times.
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Work/Rest for three times.
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Introduction Types EMG Techniques Indications

Precautions and contraindications

About Electromyography biofeedback (EMG)

Quick guide to use the

Biofeedback devi utilize surface and intracavitary electrodes which d small voltage changes which arise from the working
muscles. The electrodes made of Silver/Silver Chloride are efficient at detecting small biological electrical signals from the body
surface. The use of an appropriate electrode gel helps in converting the biological (ionic) signals to electrical signails needed by the
machine, and will also help to reduce some ‘noi The use of electrodes results in a broadly sourced signal which will not be specific
Tutorial to a particular motor unit or even a specific m . The signals reaching the electrodes need to be processed before they are
displayed to the patient. The signal is amplified, and usually filtered and then processed. The result of these actions is to produce a
time varying electrical voltage which can be displayed to the patient by means of a series of lights, varying tones, and numbers on
Therapeutic the LED display or through a computer link once it has been converted from an analogue to a digital form. Although this electrical
processing means that the patient does not get to see their 'real’ electrical muscle activity, it is actually more useful in its processed

form. The graphs below illustrate the results of these processes on a simple EMG recording.
Placement

About

M 22

Rectified EMG
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Shoulder and Neck Trunk and Back Upper Extremity Hip and Upper extremity

Lower Extremity Face

About : Lower Trapezius

Muscle Anatomy and action

Quick guide to use the device origin:
Spinous processes of sixth to twelvth
thoracic vertebra.
Tutorial Insertion:
Apex of spine of scapula.
A Function:
Therapeutic With the origin fixed: stabilization (together

J with descending fibers) of the adduction of
Placement the scapula (performed chiefly by the
transversal fibers).
Rotation of the scapula so the glenoid
About cavity faces cranially (performed together
with the descending(upper) fibers with
stabilization by the transversal fibers). In
addition the ascending fibers depress the

scapula.

About BIOFEEDBACK

Quick guide to use the device

Tutorial

GUI Software Version: 6.0.0.6612

Therapeutic Device Serial Number:

Placement

NOVINMED

NOVIN ICALENGINEERING CO,
Electrical & Electronics Industries Engineering Co.

www.novinmed.com
info@novinmed.com
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Software Version 5 6.0.0.6356

Newest Version s 6.0.0.6360

Change log
- Biofeedback release

Note: operation might take several
minutes, please wait.
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10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.

Awakening of muscular work
Constipation-Dyssynergy
Maintenance 1

Maintenance 2

Rehabilitation of rectal compliance
Reinforcement-1

Reinforcement -2

Reinforcement - End of treatment 1
Resistance - End of treatment-2
Resistance 1

Resistance 2

Tonicity work- Beginning of treatment

Tonicity work- End of treatment
Tonicity work 1
Tonicity work 2
Tonicity work 3

Tonicity work 4

Bladder inhibition: Hypersensible bladder
Bladder inhibition: Motor hyperactivity

Bladder inhibition: Non-compliant bladder

oy yxi iy 31 (sladeli

o & p23 g 3| (g0l

Bladder inhibition: Unstable bladder 1 - Beginning of treatment

Bladder inhibition: Unstable bladder 1 - End of treatment

Bladder inhibition: Unstable bladder 1 - Middle of treatment

Bladder inhibition: Unstable bladder 2 - Beginning of treatment

Bladder inhibition: Unstable bladder 2 - End of treatment

Bladder inhibition: Unstable bladder 2 - Middle of treatment

Functional: Abdominal and/or diaphragmatic synergy (blocked glottis)

Functional: Abdominal Co-activation
Functional: Command inversion

Functional: Locking

Functional: Perineal abdomino dyssynergy

Mixed incontinence - Beginning of treatment

Vof | A=a.0



Mixed incontinence - End of treatment

Mixed incontinence - Middle of treatment

Perineal Assessment: Minimum assessment
Reinforcement

Reinforcement: Fast fibres 1

Reinforcement: Fast fibres 2

Reinforcement: Fast fibres 3 with cough test
Reinforcement: Intermediate fibres

Reinforcement: Perineal hypotonia 1

Reinforcement: Perineal hypotonia 2

Reinforcement: Slow fibres1

Reinforcement: Slow fibres 2

Reinforcement: Slow fibres 3

Reinforcement: Sphincter Insufficiency 1
Reinforcement: Sphincter Insufficiency2
Reinforcement: Stress incontinence - Beginning of treatment
Reinforcement: Stress incontinence - End of treatment
Reinforcement: Stress incontinence - Middle of treatment
Sequence

Sequence-Learning

Detrusor inhibition1

Detrusor inhibition2

Mixed incontinence

Motor hyperactivity bladder

Proprioceptivity

Sphincter insufficiency 1

Sphincter insufficiency2

Muscular reinforcement

Work of contraction maintain

oy yxi iy 31 (sladeli

Work of maintaining the contraction-inhibition of the desire to ejaculate

Work of the perineal sensibility for the control of the premature ejaculation

Work of perineal sensibility
Bio 1

Bio 2
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Relax bio

Testing 1

Active work of the phasic fibres
Active work of the tonic fibres
Perineal muscular control

Evaluation Perineum / Cough / Effort

Free BFB guided by the therapist

Overall perineal muscle strengthening
Stress Urinary Incontinence - Active locking
Vesical-sphincter dyssynergia

Vesical instability - functional work
Reinforcement — End of treatment 2
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Operating conditions

Ambient temperature
Relative humidity
Atmospheric pressure

Transport and storage conditions

Ambient temperature
Relative humidity
Atmospheric pressure

Technical Specifications (Device)
Power Input

Mains voltage

Frequency

Electrical protection class
External replaceable fuses

Classification

Application Parts

Applied parts type

Safety Class(ln accordance with [EC 60601-1)
Class (In accordance with MDR 2017/745)

Dimensions
Weight of Device
Dimensions of Device(d x h x w|

Weight of Torlley
Dimensions of Torlley(d x h x w)

Weight of Monitor
Size of Monitor
Monitor Mount (Packaging Size)

Covering grade in accordance with EN 60529

Therapy parameters

No of EMG channel: 2
EMG Range: 0 to 2000 pV RMS (continuous)
Sensitivity: 0.0l yV RMS

Accuracy: 4% of pyV reading +/-0.3 pV at 200 Hz

Selectable Bandpass filter - 3db Bandwidth,

Kws (28 wlaxin

°ls/u a - é Q‘ 0

+10 °"Cto +40 °C
30% to 90 %
700 Pa to 1060 Pa

-10 °Cto +40 °C
5%to 85 %
700 Pa to 1060 Pa

50-60VA

100-240 VAC ~

50 Hz to 60 Hz

EMI Class B for Class Il Configuration
2A/250V

Electrode, Probe
BF

Il Type BF

lla

11Kg

250x421 x270 mm
21Kg

250 x421 x800 mm
2.1Kg

22Inch

47x25x13cm

IPX0 Device

a. Wide: 18 Hz +/- 4 Hz to 370 Hz +/- 10% - Reading below 235 microvolts
10 Hz +/-3 Hz to 370 Hz +/- 10% - Reading above 235 microvolts

b. Narrow: 100 Hz +/- 5% to 370 Hz +/- 10%
Notch filter: 50 Hz - 33 dbs (0. 1% accuracy)

Q| a=an
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Common Mode Rejection Ratio: 130 dbs Minimum @50 Hz
Work / Rest periods: 1-99 seconds
Number of Trials: 2-99

No. of Pressure Channel: 1
Pressure Range: 0-300mmHg
Sensitivity: TmmHg

Applicable Standards
EN 60601-1:2005/A1:2012
EN 60601-1-2:2014
EN 62304:2006
EN 1041:2008
ENISO 15223-1:2021
EN 62366:2008
EN 60601-1-6:2010
ENISO 14971:2019/A11:2021
IEC 60601-2-40:2016
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The Biofeedback 760A is intended for use in the environment specified below. The
user of the Biofeedback 760A should assure that it is used in such an environment.

Emissions test Compliance
RF emissions CISPR 11

Group 1
RF emissions CISPR 11 Class B
Harmonic emissions IEC Cateaory A
61000-3-2 gory
Voltage fluctuations/
flicker emissions IEC Compliant
61000-3-3

Electromagnetic Environment - Guidance

The  Biofeedback  760A  uses
exclusively RF energy for its internal
function. As a result, its RF emissions
are very low and it is unlikely that
nearby electronic devices will be
affected.

The Biofeedback 760A device is
suitable for use in all establishments,
including domestic offices and those
directly connected to the public
supply network that also supplies
buildings used for domestic
purposes.

The device must not be used in direct proximity to or stacked directly on top of
another device. If operation near to or stacked on top of another device is
unavoidable, the device should be monitored to verify its proper operation within

this setup.

The Biofeedback 760A is intended for use in the environment specified below.

The user of the Biofeedback 760A should assure that it is used in such an

environment.
Immunity test

Electrostatic discharge
(ESD) IEC 61000-4-2

Electrical fast
transient/burst IEC
61000-4-4

Surge

IEC 61000-4-5

IEC 60601 test
level

+ 8 kV Contact

+ 2kV, £ 4kV, %
8kV, £ 15kV Air

Main Lines: £2kV

Signal Lines:
+1kV

Ac power line:

+0.5,£1 kV line to
line, £0.5,+1, ,+2
kV line to ground

Compliance

Signal
+1kV

Environment —

level guidance

+ 8 kV Contact

+ 15kV Air

Main Lines: £2kV

Lines:

W1 | a=00
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dc power line:
+0.5,£1 kV line to

line
Voltage dips, short 95% for 0.5 95% for 0.5
period period

interruptions and
95% for 1 period  95% for 1 period

30% for 25 30% for 25

voltage variations

on power supply

_ _ periods periods

nput lines 95% for 5 95% for 5
IEC 61000-4-11 seconds seconds

Power frequency 30 A/m 30 A/m

(50/60 Hz) magnetic

field

IEC 61000-4-8

NOTE Uy is the a.c. mains voltage prior to application of test level.

The Biofeedback 760A is intended for use in the environment specified below. The
user of the Biofeedback 760A should assure that it is used in such an environment.

. IEC 60601 test . environment -
Immunity test Compliance level .
level guidance
Conducted RF 3 Volts / 6 Volts 3 Volts/ 6 Volts
for 150KHz to 80
IEC 61000-4-6 Mz
Radiated RF

3 V/m for 80
IEC 61000-4-3 MHz to 2.7 GHz 3 V/m for 80
MHz to 2.7 GHz

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Shockwave propagation is
affected by absorption and reflection from structures, objects and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV
broadcast cannot be predicted the theoretically with accuracy. To assess the environment due
to fixed RF transmitters, a shockwave site survey should be considered. If the measured field
strength in the location in which the Biofeedback 760A is used exceeds the applicable RF
compliance level above, the Biofeedback 760A should be observed to verify normal operation. If
abnormal performance is observed, additional measures may necessary, such as re-orienting
or relocating the Biofeedback 760A.

WY | a=o0
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b) Over the frequency range 150kHz to 80 MHz, field strengths should be less than 3 V/m.

The Biofeedback 760A is intended for use in the environment in which radiated RF
disturbances is controlled. The user of the Biofeedback 760A can help prevent
interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters)] and the Biofeedback 760A as
recommended below, according to the maximum output power of the
communications equipment.

Rated Separation distance according to frequency of transmitter (m)
maximum 150 kHzto 80 80 MHz to 800 800 MHz to 2.5 GHz
output power MHz MHz

of  transmitter d =233"P

W d=117"" d=117"

For transmitters rated at a maximum output power not listed above, the
recommended separation distance in meters (m) can be estimated using the
equation applicable to the frequency of the transmitter, where P is the maximum
output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency
range applies.

NOTE 2 These guidelines may not apply to all situations. Shockwave propagation is
affected by absorption and reflection from structures, objects and people.
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