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1 Important information and hotline

The buyer is allowed to make a backup copy of the software. Except for the Buyer's personal use, any
electronic or mechanical duplication or transmission, including photocopy and recording, or any part
thereof, shall be prohibited without the prior written consent of T & T medilogic Medizintechnik
GmbH.

We reserve the right to make changes and improvements to our products without being required to
make these changes and improvements to previously delivered systems.

We assume no liability or consequential liability for loss of data or consequences of loss or destruction
of data in connection with the use of the system.

For any queries you can contact us during normal business hours Monday to Friday between 8:00 am
and 5:00 pm (UTC+1) at the hotline - phone numbers 030-63306340 and 030-63306341.

manufacturer: T&T medilogic Medizintechnik GmbH
Mittelstralle 9
D-12529 Schonefeld / Germany

www.medilogic.com
E-Mail: medilogic@medilogic.com

manufacturer registration: SRN: DE-MF-000011836 @

2 Introduction

Dear medilogic user!

After careful consideration, you chose our medilogic system and we thank you for that.

We are confident that your expectations for purchasing this system will be fulfilled after a short train-
ing period. In order to keep this training period as short as possible, we have endeavoured to make the
instructions as informative and easy to understand as possible without burdening you with unnecessary
ballast.

We refer you to this user manual as a user of the medilogic system in order to provide you with all ne-
cessary information and instructions. For the naming of the person to be examined, instead of the term
'customer’ which is customary in the medical field, the term 'customer' is used uniformly in this user
manual as well as in the software. Hereby we take into account the fact that in the practice of medical /
orthopaedic care the customer today often takes the position of a customer.

Every effort has been made to ensure that the information contained is complete and accurate. How-
ever, a guarantee can not be given. If you notice something in this regard, or should individual pas-
sages give rise to misunderstandings from your point of view, we kindly ask you to send us a message,
so that the following issue of the instructions for use can be corrected accordingly.

page S


Frank Obenaus, 08/01/25, 
Ergänzung SRN

mailto:medilogic@medilogic.com
http://www.medilogic.com/

medilogic Plate NX

2.1 Markings

Important information and safety-relevant markings can be found on the nameplate on the housing
parts of the medilogic pressure measuring system. All characters and symbols are explained in the fol-
lowing table.

UDI identifier, QR-Code contains UDI-DI and

UDI-PI:
B 3 K 521322?3%18630012 (01) UDI-DI [type of medilogic product]
O ontgurabie dovs [ L (21)00092 (11) date of production [yymmdd]

(21) serial no. of the configurable product

CE- Marking

Serial Number Marking of the device at type label
(x — individual no.; yy = year of manufacturing)
PlatteNX Data: 5080yyxxxx

Platte NX: 400 xxxxyy

Safety sign:
FOLLOW THE INSTRUCTIONS !

APPLICATION PART Type B acc. EN 60601-1

Disposal NOT in the household waste, but to the collection point for elec-
tronic devices or to the manufacturer

Indication of the manufacturer on the type label

WLAN-sign (antenna)

On / Off - Switch

ON/
OFF

Battery-Indication

Power-LED

Data transmission LED

Component contains ESD-sensitive components. Do not touch electrically
conductive parts. Only touch on the housing !

P EE

o rwsosonoros | LOWET supply specifications: Only use the supplied power supply!
(PO sv/sa | Friwo Gerdtebau GmbH FW8030 /M /DT / 05
5V DC and 5A maximum current
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Type Label Plate NX
Data (control unit)

medilogic — Platte NX Data
WLAN 2,4GHz

SN | 5080190021 A 268

T&T medilogic

J Medizintechnik GmbFH
Mittelstr. 9,
D — 12529 Schonefeld

www.medilogic.com

O—(C—® 5V/5A=

rA DT

Type Label Plate NX o
P . medilogic — Platte NX T&T “}edﬂ"g}‘:
(Measuring part / Medizintechnik GmbH
Mittelstr. 9. - ® A
plate) @ 400 002419 D — 12529 Schonefeld ﬂ & .
UDI carrier medilogic Platte NX / platform NX

ok T&T medilogic
AR (01)04260718630012 d tesvmannonss  |IMI[)
T2 11)241210 D = 12529 Schénefeld
. ( ) www.medilogic.com
- (21)00092 : ’

uUDI

konfigurierbares Produkt
configurable device  [m] ]

Safety notice (inside
head housing)

Attention: D fi
ention. Langer rom Achtung: Gefahr durch

Lithium Ion Battery. Lithium-Ton-Akku.
Replacement of the battery Austausch des Akkus
and the fuse only by specialist und der Sicherung nur
personnel of the manufacturer . durch Fachpersonal des
Herstellers!

o
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Power Adapter

CE- Marking

2] Follow the instructions
1

'

Device of protection class II

Friwo Gerdtebau GmbH (Trademark)

Dispose of power supply via the designated return system

@ efficiency standard VI
—

Use only indoors

S.Nr.: yyJJ | Batch No. =yy; Year of Production =JJ
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3 medilogic Plate NX — Visualization Platform for Gait and Posture Analysis

3.1 Application

The medilogic plate NX is used as intended as a diagnostic aid in the field of orthopaedics and sports
medicine to collect the basic data for the subsequent assessment of the load distribution on the sole of
the foot when walking and standing.

In general, the medilogic plate NX is to be seen as a supplement in interaction with a variety of other
diagnostic and manual procedures, so that a comprehensive assessment of the individual condition can
not be made solely from the representation of the load distribution. It is the responsibility of the user
(eg. doctor or orthopaedic technician) to compare the conclusions from the measurement results with
other examination methods, such as: As anamnesis, X-rays and the like.

The plate system medilogic plate NX, consisting of a variable number of elements that can be connec-
ted, is used to evaluate the movement behaviour when walking or standing. For this purpose, the load
under the sole of the foot is indicated by colour gradations and evaluated in relation to the course of
the body's centre of gravity. This visualization of the movement / standing behaviour allows the med-
ical user to gain information on, for example, stability of standing, transition symmetry and fall haz-
ard. An essential feature is the ability to arrange the plates in a row. In particular, the configurability as
a walkway represents a major advantage in clinical, orthopaedic everyday life. The free juxtaposition
of a maximum of 25 borderless plates allows an open design of the treads. Likewise, the configuration
can be made as a larger square area in order to carry out stability studies.

The visualization of the load progression is based on pressure sensors with a high local resolution of
2.7 sensors / cm? and a maximum sampling rate of 100Hz .

3.2 System Description

The medilogic plate NX delivers its data via a WLAN interface. The transmitter is integrated directly
into the control panel (NX Data panel) and transmits the measured data wirelessly to a WLAN-capable
PC.

The medilogic software running WINDOWS® allows an immediate display of the examination results
on the computer monitor. Immediately after switching on the keypad, the data appears as a graphic on
the monitor. The pressure distribution can be displayed either as an isobaric colour graphic or as a
three-dimensional colour print mountain.

The operation of the medilogic software is comparable to that of a recording device. By "pressing a
key" (mouse click), the measurement (data recording) is started. After completion of the recording,
each data point can be selected and viewed either in fast-forward, at the original speed or in slow mo-
tion.

The representation of the pressure maxima, the average values and the course of gravity in the gait line
and the cyclogram is also possible. Single images can be printed if necessary.

A comparison of two studies is possible. To archive the data, each examination can be assigned to a
customer and stored on the hard disk. Later evaluation of the data is possible at any time. The data can
be saved, exported and re-imported if required via a comprehensive data maintenance function.

In the following illustration, the system configurations of the medilogic plate NX system are explained
in detail in the schematic diagram and the delivery contents.
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3.2.1 Schematic medilogic plate NX

patient

Computer

WLAN:-interface

TP-Link

Plate NX (1-25

plates)
Components of medical electrical device

Operating
part

medilogic plate NX

The scope of delivery of the medilogic PlateNX includes the following components :

user

pc. component classification
1-25  |Plate NX application part Typ B
1 Plate NX Data Operating part
depend- | Frame elements (depending on setup) accessory parts
mg on
thf ver- | Connector boards accessory parts
sion :
housing screws accessory parts
1 screwdriver accessory parts
1 Power adapter (FW8030/M/DT/05) with wires accessory parts
IN: 100-240V AC OUT: 5V DC/ 5A
2m Leitung Kopfteil — Netzteil (fest)
2m Leitung Netzteil — Netzversorgung
WARNING! Do not use any other power supply!
1 Recharchable battery internal installed (PA- accessory parts
L2280.R001)
Fey Elektronik GmbH
5V DC
WARNING! Do not attempt to change the battery!
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WLAN-Adapter TP-Link: TL-WN 822N or Edimax

accessory parts

Instruction for use

accessory parts

medilogic Software (USB drive)

application software

[ G S R —

System case /-bag incl. Foam mold insert

packaging

3.2.2 Combinability with accessories and other products

In its system configuration, the medilogic plate NX can only be combined with the flatbed scanners A320 and

A360 (risk class I) from the medilogic product family.

For the combinability of the medilogic plate NX with the computer system please review the notes according to

Chapter 4. The minimum requirements for the computer system apply. Technical data: Chapter 7

The medilogic medilogic plate NX is NOT combinable with third-party products.

3.3 Contraindications to the use of the medilogic pressure measuring system

The medilogic plate NX must only be used in compliance with the instructions for use and safety de-

scribed in chapter 3.4.

Use is NOT allowed if:

the customer is unable to stand or walk safely for the duration of the measurement process
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3.4 Special instructions for use

When using the medilogic plate NX system as a medical measuring device, the following instructions
must be followed to ensure proper and safe use.

In general, the system should only be handled by trained personnel trained in the operation. Particular
care must be taken to ensure that the sensor surfaces used are not damaged by sharp-edged or pointed
objects. (see chapter 7 Description of Hardware Components)

WARNING: Changing the ME device is not allowed!

Failure to comply with warnings described in the Instructions for Use may damage the system. The ba-
sic protective insulation for the user against electric shock is achieved via the included power supply
unit. The power supply unit must not be replaced by anything other than specified by the manufacturer
(see chapter 3.2.1).

If cables are damaged or no longer functional, the manufacturer must be contacted.

Safety Instructions

For the safety of the customer, the following precautions should be observed. The medilogic plate NX
system should only be used on a level surface. The housings of the individual panels are coated so that
they rest on most surfaces non-slip. Before using the plates, make sure that the plates rest flat on the
surface and do not slip. When using the plate with customers who have walking difficulties, the exam-
iner is particularly encouraged to monitor the customer during the measurement and to prevent falls.
For reasons of safety and hygiene, the medilogic system should not be used barefoot. In order to avoid
direct skin contact socks should be used. The medilogic system is intended for temporary use for
measurement purposes and therefore only for a limited time in contact with the customer.

In addition, the sensor surface should be disinfected between changes from one customer to another in
order to prevent infections. The cleaning instructions described in the following section must be ob-
served by means of a moistened cloth. When using the medilogic system, the handling of liquids is not
permitted in order to avoid hazards to the customer, user or system components.

To ensure the product properties, in particular of the artificial leather material as a sensor surface, plas-
ticizers (phthalates) in the material are necessary. Due to the given conditions of use: no direct skin
contact through the use of socks and temporary use, the softening agents pose no danger to users or
customers when using the medilogic products. The risk of the transfer of plasticizers into the body of
the customer is thus estimated to be very high low and the benefit outweighs the residual risk.

Using the medilogic system with a computer requires the proper functioning and electrical safety of
the computer components. In particular, the safety-relevant instructions in section 5.3 for the installa-
tion and checking of the PC in operator responsibility must be observed.

For safety reasons, the connection plug to the power supply must be easily accessible in order to allow
complete disconnection from the supply network immediately if necessary.

For the handling of the Li-lonBattery of the plate NX - control panel basic safety instructions are to be
considered: the device components must not be opened, not put under water.

The medilogic plate NX system is designed for operation in an electromagnetic environment in which
the RF disturbances are controlled. The user should avoid electromagnetic interference by complying
with the environmental conditions specified in the guidelines in chapter 8.2 and by following the re-
commended minimum distances of HF telecommunications equipment.

In addition, the use of the medilogic plate NX system directly next to other devices outside the
guidelines in Chapter 8.2 or in a stacked form should not be used, since the unrestricted function of the
devices can no longer be guaranteed. However, if use in the manner described above is still necessary,
this device and the equipment involved should be observed to verify that they are working properly.
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Cybersecurity

In addition to the general safety instructions, measures to secure the I'T environment must also be ob-
served. These serve to protect data, devices, and patient information from unauthorized access and ma-
nipulation. Therefore, please observe the following instructions:

The operator must ensure that the database server is operated in a protected network environment. To
this end, separation into a separate network segment (e.g., VLAN) is recommended, whereby only au-
thorized application servers are permitted to access the database service. Open connections to unsecure
or external networks must be avoided.

The devices may only be operated with PCs that are intended for this purpose and configured accord-
ingly. These must be secured with up-to-date security measures such as a firewall, anti-malware soft-
ware, and regular security/operating system updates. In addition, access controls

must be set up (e.g., the operating system's access control) to prevent use by unauthorized persons. It
is recommended that regular backups of the data collected in medilogic be performed using a backup
process.

The configuration of the devices is reserved exclusively for authorized specialist personnel. Access
should be via individual login to prevent manipulation or uncontrolled changes.

Where possible, operation should be carried out in separate rooms that are isolated from other wireless
networks. This makes it more difficult to interfere with the system unintentionally or gain unauthor-
ized access.

Since, according to its intended purpose, the loss of function or data of the medilogic software does
not pose a risk to patients or users, and a compromise of the IT environment is unlikely if the above
measures are observed, the medilogic software does not include any access control measures or pro-
tective measures against cyber attacks.

The data connection to the hardware established by the medilogic system is a WPA2-encrypted direct
connection as a WiFi network that is only active during operation of the medilogic software and is pro-
tected against attacks by encryption.

Cleaning and Disinfection

The cleaning of the sensor surface and the housing parts is carried out with a soft, damp cloth without
cleaning agent. It is very important to ensure that no moisture penetrates into the housing parts. (no ab-
rasive agents, no sharp objects)

To avoid transmission of infection, the sensor surface of the systems should be disinfected before and /
or after each customer.

For disinfecting the sensor surface, wipe it with a disinfectant of the VAH list (Verbund fiir Ange-
wandte Hygiene e.V.) according to the criteria of the DGHM (German Society for Hygiene and Micro-
biology). The product description of the disinfectant must be observed. It is to be used with the disin-
fectant soaked wipes, the agent is not applied as a liquid.

For the safety of the customer as well as the perfect sensor function, it must be ensured during clean-
ing, in particular, that no damage to the sensor cover will allow contaminants or moisture to penetrate
into the sensor system.

Furthermore, the user must take care that there are no damages to the housing parts, which can lead to
injuries (for example, sharp edges). Damaged components must be returned to the manufacturer for re-
pair.

To ensure safety, it must be ensured that the system may never be used in a sealed or covered manner.
Depending on the application, the control electronics are noticeably warm, this heat is transported
away through the stainless steel housing to the outside. The risk of malfunction or defect is greatly in-
creased by preventing heat dissipation, by an applied mat.
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Parameter How to comply?
temperature See chapter 7.3 Environmental con-
ditions
humidity no standing liquid (use of soaked

cloths - 3-4ml of liquid per cloth)
duration until all areas have been safely
reached (at least 30s)
number of cycles once after each use

Maintenance

WARNING: Any service, inspection or calibration should be performed only if the ME device is not
currently used.

- Recharge battery

The operating part of the NX plate is powered in certain cases by a Li-lon battery. Especially during
mobile use, the use of the plate without power supply is advantageous. If the enclosed power supply
unit is connected to the power connector of the control unit, it will charge automatically. Via the
charge level indicator, indicated by 4 LEDs, the current charge status of the battery can be displayed.
Check the charge status at regular intervals and avoid a deep discharge.

If it is necessary to replace this Li-Ion battery, this should only be done by the manufacturer for safety
reasons.

- Calibration:

The calibration tables of the sensors stored in the amplifier electronics must be checked by the manu-
facturer at regular intervals (at least once a year) and corrected if necessary. To do this, the system
must be sent shockproof in the supplied system packaging using an additional cardboard box as outer
packaging to the manufacturer.

- Replaceable parts / accessories

For safe operation of the medilogic plate NX system, only the listed accessories are approved. If de-
fective cables are detected on the power supply, only original parts are permitted for replacement. In
this case always contact the manufacturer, as the essential protection function of the user and the oper-
ator is guaranteed by the power supply unit.

- preventive inspection :
In addition to the cleaning and disinfection described in the previous section, the operator must carry
out the preventive inspection of the following components at least once a year:
- Sensor surface clean, free from kinking or surface damage
- Plate housing free of mechanical damage
- Plate transitions without damage (especially when using a single plate)
- Control panel of the plate NX free from damage
- Power supply without damage and cable kink free
- Check battery charge level / avoid deep discharge
- From a plate count of 20 plates, a ferrite core is additionally required on the connection cable
of the power supply unit. If this is not available, contact the manufacturer.
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Disposal

X

Storage and transport

The components of the medilogic plate NX contain electronic components and must therefore be
disposed of as electronic waste or returned to the manufacturer if defective.

To protect against dust, moisture and other contaminants or damage, the system components must be
stored in the system packaging or otherwise at a dust-free and safe location suitable for electronic
measuring technology.

The plate NX should always be stored lying flat. When using a single plate, the plate should always be
stored in the designated compartment of the system bag to avoid damage. Please make sure that there
are no other parts in the same compartment, otherwise damage may occur.

The transport of the mobile system components must be carried out in the system case or system bag
provided for this purpose.

The system case or system bag protect the components from impact and other mechanical damage dur-
ing transport. In particular, when shipping the system is only the system case, if necessary to use with
additional cardboard box as outer packaging. The system bag must be placed in an additional outer
packaging and, if available, secured with air cushioning material.

All changes made by the user to system components (in particular also improper repairs) and improper
use can lead to failure and void the manufacturer's responsibility!

Do not drop, beware, fragile! I

Summary
Finally, a brief overview of the identified risks should be given in order to provide a concise, short for-
mulated compilation. This is used in case of need for a quick reference.

Category Safety Instruction Risk Allocation
Preparation > Check the installation - plain and non-slip R_GA21
> Only use system with socks R _M1, R_GA7
> Do not drop system: Fragile! R_N4, R_N5,
R_N6, R_GA1
Operation / Mainten- > Monitoring of the measurement by qualified per- |R_GA3, R_GA5
ance sonnel
> System is for temporary use R_GA7
> Handling of liquids not allowed R_GA9, R_GA11
> given electrical safety of the associated PC sys- |R_GA15
tem
> Connector for power supply must be easily ac- R_GA15,
cessible in case of necessary immediate discon- |R_GA20
nection
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> The operation part must not be operated in a R_N3, R_GA5S
sealed or covered manner
> The permanently installed battery should be R_GA5, R_GA®6
charged regularly
> The battery may only be replaced by the manu- |R_N3, R_GA5
facturer
Hygiene » After each measurement the surface has to be dis- |R_GA9, R_GA11,
infected R M1
> Check for obvious contamination (both sensor R_GA1l, R M1
surface and operation part)
> Under no circumstances should the components |R_GA9
be submerged during cleaning
Inspection > Check for damage R N4, R_N5,
R_N6, R_GA1
> Sensor surface free from kinking or damage R_N5
> Plate transitions inconspicuous R_N4, R_GA12
> Power supply and supply lines free from damage |R_GA1
Storage / transport > System components are to be stored in the associ- |[R_GA4, R_GA6
ated system packaging (or at a location suitable
for el. measuring technology)
Plates should be stored lying flat
> The system is to be transported in the packaging |R_GA4
provided for this purpose
Disposal > Proper disposal (electronic waste) or return to the |[R_GA24,
manufacturer R _GA25
Other > Device components must not be opened R_N1, R_N5
> Avoidance of electromagnetic influences (see R_GA15
guidelines in chapter 8.2)
> No stacked application of devices (if it is still ne- |R_GA15
cessary, constantly monitor the devices)
> If a shipment is necessary, the system must be R_GA4
shipped shockproof in the associated packaging
Note:

All serious incidents occurring in connection with the medilogic system that directly or indirectly
lead to death or serious deterioration of health or where there is a possibility of death or serious de-
terioration of health must be reported to the manufacturer and the competent local authority.
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4 Installation and Commissioning
4.1 Hardware Installation

4.1.1 Structure and Preparation of the System

When the medilogic plate NX system is delivered, the system is set up directly by the medical device
consultant. If dismantling or conversion is planned by adding plates, then a qualified training of the
technical user as installation personnel takes place, in order to ensure the structure of the plate config-
uration.

The medilogic plate NX system basically consists of a control unit ("plate NX Data") and a variable
number of measuring plates. The power supply and the data exchange are ensured via short "connector
boards". Each plate requires a connector board.

All components of a system can be securely connected via various stainless steel frame parts. For the
connections M3 threads are provided in the plate housings at the respective end faces. The frame parts
can be fastened using the supplied Torx M3 screws.

For the conversion, in addition to the enclosed Torx screwdriver, additional plates, connectors and
frame parts are required. These vary depending on the number of plates to be supplemented. The exist-
ing system is placed on the level floor. Afterwards, all existing frame parts of the system are loosened
and all existing plates, apart from the first master plate, are removed from the system. The connector
boards can be easily pulled out of the connector sockets. Now it is crucial which target configuration
has been selected. For example, this could be a single or double-row walkway consisting of several
consecutive plates or a square measuring surface.

Figure 1 shows an example of a single-row gangway with 5 plates. This walkway can then be exten-
ded to 25 plates. For the addition of one plate each two long steel bars and a connector board are ne-
cessary. The connector board is carefully pushed into the socket provided on the previous board (indic-
ated by the housing recess). A noticeable snap signals that the circuit board is locked in the socket.
Now place the next plate with the associated housing opening in front of the protruding connector
board and carefully push the new plate forward and perpendicular to the previous plate. The protruding
board may have to be threaded into the recess. The snapping of the connector board into the socket of
the new board shows that the new board is now securely contacted. The plates are now flush with each
other.

After this instruction all new plates can now be added. Afterwards two plates with two long steel bars
each are fixed and the head is screwed with a "short angle" to the adjoining plate.
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construction direction

<
-

pict. 1: exemplary single-row walkway

If several rows are planned for the new construction, it should be noted in the sequence of installation
that the second panel is positioned longitudinally to the first panel and no longer transversely to the
first panel. Figure 2 shows an example of a double-row walkway. All other construction steps remain
identical. For each additional row, a new plate is then created longitudinally.

construction direction

<

P --

-

The hardware installation is completed with the secure bolting of the steel bars and the system can be
put into operation (see 4.1.2) Before the actual commissioning all points for "preventive inspection"
under chapter 3.5 have to be checked. For mains operation it must be ensured that the mains plug is
firmly locked in the socket of the control panel provided for this purpose.

<

pict. 2: double row walkway with 10 plates

Note: From a plate count of 20 plates, a ferrite core is additionally required on the connection cable
of the power supply unit. If this is not available, contact the manufacturer.
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4.1.2 WLAN connection with plate NX

The transmission of the measured data takes place directly from the control panel of the NX disk to the
computer. The data reception on the computer takes place either by means of the built-in WLAN inter-
face, which is then configured for medilogic data reception via ad hoc or infrastructure connection or
by means of an external WLAN adapter connected to the USB port (TP-Link or Edimax supplied as an
accessory) , The hardware driver for the WLAN adapter supplied with the system can be found on the
medilogic installation CD in the Tools directory and must be installed before use.

The control panel can be put into operation via the power button on the touch panel. The prerequisite
for this is that either the battery is sufficiently charged or the control unit is powered by a power sup-
ply. The operating status is signalled by a short acoustic signal and the transmitter module builds up a
WLAN ad hoc network. As soon as the medilogic software starts, the configuration of your WLAN in-
terface for the medilogic measurement is automatically made via the offered selection of the WLAN
adapter and the detected network.

Please note that the selected WLAN interface is now not available for connecting the computer to your
network. If you need it, we recommend using the supplied external WLAN adapter (TP-Link or
Edimax).

The state of charge of the battery installed in the control unit is indicated by 4 LEDs next to a battery
symbol. If the control unit is in standby mode, the individual LEDs flash at a regular time interval. De-
pending on the state of charge, all 4 LEDs light up when the battery is fully charged or a smaller num-
ber at a lower capacity. In operating mode, the LEDs light up to show the battery charge level. As soon
as a power adapter is connected, charging of the internal battery starts. In standby mode, this condition
is indicated by a steady illumination and darkening of the LEDs.

1 - On-Off-Switch

2 — Battery Indicator
i 3 - Power-LED

: 3 Ll) : 4 - Connection-LED
n [ I

ON/
O

: FF = : :
L. _1: medilogic

figure 3: Touch field of the control panel with LEDs

4.1.3 Installation of a Chip-Card Reader (eGK)
This reader only applies to the German medical insurance system.
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4.2 Installation der Software

Before You can start using the medilogic system the software has to be installed to the hard disk of
your computer. When purchasing the medilogic system together with computer hardware, the software
is pre-installed. In all other cases the following point need to be checked:
e  The computer is able to run Windows® operating systems and fulfils the hardware requirements:
see 7.3 Technical Data of Plate NX

e  The operating system Windows® 7 /8 /8.1/ 10 is already installed. If not, install the operating
system first following the instructions that come with it.

e Necessary hard disk capacity.
The programme for the medilogic pressure measurement system requires 200MB space on
the hard disc. At least 10 GB free space are recommended for measurements and the SQL-
server. If You use video capture with medilogic we recommend an additional 20 GB of
hard disk space.

The computer system has to be certified according to IEC 60950 and checked regularly according
to BGV A3. The responsibility lies with the operator of the system.

o  Furthermore operating a medical device (medilogic) with a non-medical device (standard Com-
puter) DIN EN 60601-1-1 and DIN EN 60601-1 need to be adhered to, which also is the respons-
ibility of the operator.

e  During the installation of the software on Your computer admin rights are necessary. Please log in
as fully privileged admin.

To install the software in the graphical user interface WINDOWS®, it is only necessary to run the
medilogicsetup.exe of the respective installation medium.

For a first-time installation, please click on 'Installation medilogic pressure measurement full version'.
If you are already using an older medilogic version, click on 'Installation medilogic pressure measure-
ment update'.
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Installing Version 10.x for Systems with WLAN data transmission:

Using the version 10.x and upwards of the medilogic system for WLAN devices, You need to install
the Microsoft SQL- Server and necessary helper programmes. The necessary components are all listed
in the selection of the setup programme as shown below.

¥l medilogic Setup mit v10.0 12 (24.03.14 13:42:19) A=

Matwendige Komponenten X
Installation

SOL Server [inkl .net Framewaork, 3.5 und PowerShell 2.0]
- SQL-Server.
Slim-D3¢ SDK, Q >
s - Slim-DX-Tool
v . .
f e = medlloglc Software )

(*) Neuinstallation

Mame Pfad b
T&T medilogic 5.2 [C:MProgrammetmedilogi..  C:\Programmeimedilogic_EM-BF

T&ET medilogic-Demo 4.4 0.1 (31.05.07 08....  C:\ProgrammemedilogicDemo

T&ET medilogic 5.2 [C:MProgrammetmedilogi...  C:\Programmesmedilogich23EN

T&ET medilogic 5.2 [C:MProgrammetmedilogi..  C:\Programmesmedilogich23deohneli..

T&T medilogic »10.0 10 [21.03.14 02:15:10]  C:\Programmemedilogic 'WLAM . o

Meuinztallation C:\Pragrammesmedilagic

b

Select for fresh install,

Freier S peicher 167.704.104 KB [ Mewer Installationpfad .
Change if necessary

“erkriipfung auf dem Desktop im Statmenii [ fiir aktuellen Benutzer

Zuzatzliche Tools

] TP-LINK
TLAWNEZZN Yer, 3
[[] Chemp-Kartenlessr
[[] Chemy-eGk-K4E_Saftwars_31

Hardware-Driver for external
WLAN-Adaptor (TP-Link)

T4T mediogic Stat | | Abbrechen

Installation von SOL Server

SQL-Server local and network

Ingtallationstyp |.:.L=:_.a| und als Netz e . Toprepare for network operation

|ngtallationspfad |I::"~F'r|:ugramme | [ ¥ ] |

Freier Speicher: 167 702730 KB
Metzwerkzerver-Profile fur geoffneten Port

[ ] Daomain Private [ ] Public

| ok J[ Abbrechen
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5 Recording a Pressure Measurement

5.1 Quick Start — Preparation and Measurement

If You are an experienced WINDOWS® user, handling of the programme will come easy to You. The
software is designed to be easily understood focusing intentionally on function relevant to everyday
use. This eliminates long training. This section will show You the most important steps for preparation
and measurement. The details can be found in the corresponding chapters.

Please follow these steps to use the medilogic Plate NX-System:

e  Setup the Hardware see 4.1

o  Install the Software see 4.2

o Start the medilogic Plate NX-System:
Double-click on the medilogic symbol under WINDOWS®. The program medilogic is now star-
ted. Turn on the control panel of the NX panel using the ON / OFF button on the touch panel.
The Power LED flashes several times during startup and an audible signal sounds. The plate now
connects to the associated computer. A correctly established WLAN connection is confirmed via
a display window and it appears:

P Hinweis ] [ O ]

UpatRegistrationlntern: NxKopf mit 1 Platten

the same time, the connection LED on the control panel flashes regularly, thus confirming the
correct data transmission.

Note: The plate must not be loaded during initialization, since the current sensor settings are al-
ways made when the control unit is first started up.

e  Preparation of the recording :
For a static examination, the customer can now stand on the plate. If a dynamic measurement
takes place, the customer should now position himself laterally of the plate in order to be able to
walk over the system comfortably, depending on the plate structure.

Please always use socks when walking over the system, not barefoot!

e  Starting an examination / data recording (see 6.2 )
To start recording, press the red record button (medilogic Software).
e  Save the data under a customer record
Enter first name, name, date of birth and other personal data as needed

e  Evaluation of the recording see 6.2.3 ff.
Assessment of foot load based on plantar pressure distribution, analysis of gait analysis and
comparison of measurements

e  Printing the recording see 6.4
Select the desired printout from the 'Print' menu

o  Finished using the plate use the ON / OFF button on the touch panel .

Everything else is easily explored. Enjoy!
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5.2 Notes for dynamic pressure measurements

The notes represent in compressed form your expertise and insights gained over the years and can be
understood as suggestions for an easier access to the interpretation of the results of the investigation. It
should be emphasized that most of the following hints are certainly being used more or less con-
sciously by many users of foot analysis.

The reason for these indications is the endeavour to be able to examine the customer in the movement
pattern characteristic of him or her. It is then necessary to record, analyse and evaluate this character-
istic (everyday) movement pattern by means of dynamic investigation.

In many cases, the physician carefully states in his formulation why he prescribes an orthopaedic aid.
Nevertheless, a separate short history of the customer should be given. The questions that should be
asked include injuries or illnesses (diabetes, rheumatism, etc.) in recent years, work conditions (in this
context are there particularly frequent repetitive movements), pain background. This short anamnesis
is the basis to supply the customer with, for example, an orthopaedic insert optimally adapted to the in-
dividual life situation of the customer. At the same time, the survey has already laid the foundation for
the subsequent analysis of the results of the foot analysis. With the pathologies described by the cus-
tomer himself or herself, many users of the foot analysis associate certain ideas of motion anormalit-
ies, which can then be found in the corresponding examination results .

The dynamic recording with the plate NX is to be carried out so that the customer doesn't walk over
the head housing. Instead the head housing should be to the left or right of the walking direction. In the
case of the plate NX, a distinction must be made between different evaluation mechanisms, which dif-
fer depending on the structure of the system. Only with a single plate, a two-plate composite and an ar-
rangement as a 2x2 matrix, it is possible to overlap several steps by repeatedly walking back and forth
several times across the plate. The software automatically detects whether a left or right foot has been
recorded and then overlays all individual steps. In practice, after the first foot has been recorded, the
customer turns back to the plate and walks in the opposite direction with the second foot over the
plate.

When carrying out an examination, always make sure that the customer first gets acquainted with the
procedure. The selective entry in a dynamic examination of certain areas, in this case the individual
plates, can lead to a non physiological movement. Because the customer may mentally focus on hitting
the plates. Therefore, it is also advisable to record not just one or two steps, but a complete sequence
of movements with several steps.

Repeated steps over the plate can be done as many times as deemed necessary. According to experi-
ence, 3-5 steps per foot are recommended here in order to get an adequate statement about the de-
volvement motion. When using more than 2 consecutive plates we speak of a walkway. With this setup
walking in one direction across the plate is allowed. This also applies to a double row walkways with 2
consecutive plates or more. Here, too, the software recognizes individual steps and places them one
above the other. If more than 3 rows of plates are installed, this structure is called the pressure distribu-
tion surface. Here, a simplified evaluation display takes place in which the individual steps are dis-
played with their respective position on the surface.

As far as possible, the customer / client should always be included in the evaluation of the results in
order to convince him / her of the quality of their own performance. This builds the relationship of
trust with the customer and thus achieves long-term and sustainable customer loyalty. At the same
time, the customer gets the positive image of a state-of-the-art orthopaedic professional.
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5.3 Notes for static analysis with the Plate NX

In the following, some aspects for carrying out a static investigation on the plate NX are explained.
Experiences with this measurement procedure have shown some typical sources of error, which are
avoided by considering these instructions. The application software for using the WLAN pressure
measuring soles is also present for use with the NX plate. When you start the medilogic WLAN soft-
ware and successfully connect the disk NX control panel, the software automatically switches to plate
usage mode.

The static pressure measurement is controlled by the sequence menu explained in section 6.2.

(1) The customer's foot should be positioned so that it is approximately centred on the respective panel
half.

(2) The static load analysis in step 2 should be performed so that the foot does not change its position,
but the body weight is shifted to the respective side for a few seconds. This is intended to ensure that
the complete support of the foot is detected and no additional sensors are due to a possible lowering of
the arch of the foot or displacement of the body weight.
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6 Description of the medilogic - Software

6.1 medilogic System - Overview

The description of the programmes is structured in these main parts:

e  First are buttons described displayed on the user interface. Buttons give easy access to the most
important functions like recording and evaluation see 6.2 Buttons of the user interface

e Next the graphics of the programmes are explained. see 6.3
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e Finally follows a detailed description of menu entries. see ab 6.4

The software also integrates control for the medilogic foot scanner additionally to the pressure meas-
urement. The menu item 'Scan' provides access to these additional functions. Description of the func-
tions of the foot scanner software are located in a separate manual for that product.
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6.2 Buttons of the user interface

In the medilogic software version 10.x and above, all program functions are accessed via easily recog-
nizable buttons (icons) on the newly structured user interface.

The following is an overview of the new basic program display with labelling of the operating ele-

ments.

data connection/
Stop measurement

\ Replay bar ‘ :

'Load Measurement / | N

~ comparative Meas. ’ W
/é;rrent/com arati;e\f?"
P 4 4

Measurement

‘Data administratioﬂ; )
Patients data,
\ Printout

—

‘Start measurement

J

Time Graphic
shows measured running

Maximum Average
pressure peaks pressure
AN /N

)

< h —

‘ Remarks and
diagnosis text )

" Date and time of
l measurement,

view

‘ ‘ Momentum

-

{ Centre of Pressure in
"’,_\Gaitline and Cyclogra

)

/.’ :LGait Analysis EvaluationJ

/Display Switch to J

Sensor-/Isobar- 2D/ 3D

‘/  Options for |

. Patients data

= &5
hA | ] I I 2 - o

: |\
& ‘

_—_software configuration|

|

[ Setting the highest ]
value of the colour scale

 View original steps )
on the walkway
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6.2.1 Start a Recording

The button with the red circle (,,Start*) represents the recording button. A record-
ing is started clicking this button. Always the current measurement is recorded not
the comparative measurement.

Note: This function is only possible if the Plate NX has been successfully connected to the PC.

6.2.2 Stopping a Recording

The button with the black square (,,Stop / Online*) is used to stop a recording and
. switch the software from replay mode to online display of current values.

A recording can be stopped using this button or is stopped automatically, when the recording time is
up. (The standard for the maximum recording time is 60 seconds)— this can be set in the options:

see 6.6.3 Options "Extra).

Since shorter recording periods lead to recordings needing less space on the hard drive and the more
complex evaluations run faster, recordings should be kept as short as possible.

Note: This button is only available if the measurement (black feet) is displayed or no comparative
measurement is displayed. If the comparative measurement is selected the button is greyed out to in-
dicate that it is not available. By selecting the measurement the button becomes available again.
After the recording is stopped it is advisable to save it, if You consider it worth saving.

For every day use it is advisable to automatically display the save dialogue directly after the recording
stops. This option is available in: see 6.6.4 Options "

6.2.3 Replaying a Recording

> > 1l

The three-part play bar is used to play a recorded or a loaded measurement. The operation corresponds
to that of a common playback device. The measurement can be reproduced in "normal" speed or
slowed down. Furthermore, a pause of the replay is possible at any time.

> Slow motion (speed can be set in the dialogue Options/Display-General)

Replay in normal speed (depending on computer speed frames can be skipped)

>

Pause (stops the replay at any chosen point in time)

All replay buttons lock after a short press and can be changed by clicking on another button.
With the option "Continuous Playback" an immediate new beginning of the playback can take place
after expiration of the respectively represented time range.
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6.2.4 Loading Measurement / Comparative Measurement

Clicking the grey folder allows You to load a measurement from the database, ﬁ —= /
with the magenta folder You can load a comparative measurement for comparison. ¢
In the classic basic programme interface You can find this function in the menu ‘data’ ‘load data’ and
‘load comparative data’.

The corresponding chapters 6.5.2 and 6.5.3 in this manual give a detailed explanation.

6.2.5 Evaluation Maximum Pressure

The button with "MAX" on it switches to the display of maximum pressure graph-
MAX ics. Now the highest values for every sensor from the whole recording or the cur-
rently zoomed period are displayed.

6.2.6 Evaluation Average Pressure

The button with the average icon switches the display to averages graphics. Now

the average values for every sensor for the whole recording or the zoomed part are

displayed.
The method for the average calculation can tailored to incorporate all values or only the values above a
certain threshold. This can be set using the menu ‘Options’ ‘Display/General’ ‘Method for Calculation
of Averages’. We suggest the setting ‘20% of the maximum’, if You want to evaluate the pressure val-
ues from the load phase of a step. see 6.6.1 Options "Display / General”

6.2.7 Evaluation Momentum

The ,,IMP*- button switches the display to the momentum graphics. (Pressure)
IMP Momentum with the physical unit [N s / cm?] results from the multiplication of

pressure [N/cm?] and time [s]. It is calculated for every sensor and normalised for

the step. This evaluation takes into account pressure and time of load.
While the MAX evaluation shows high values that might be short lived, the momentum evaluation
shows up values where over an extended period an average load persisted. The combination of both
evaluations facilitate the production of optimal insoles, which take into account single peaks and per-
manent loads.

6.2.8 Evaluation Gait line

This button will display the gait lines which represent the progression of the centre
of pressure for every step as a black line. They are calculated for every foot separ-
ately.

The gait line is a biomechanical evaluation used as a graphical representation of the roll of during
walking.

6.2.9 Evaluation Cyclogram

This will button will display the cyclogram graphics. It is a representation of the
@@ progression of the centre of pressure for the body as whole.

Normally the lines have the shape of a butterfly and correspond to the symmetry of the gait. Activating

the option ,,display Cyclogram for MAX,... “ displays the progression of the centre of pressure for dy-

namic platform measurements.

6.2.10 Gait Analysis

This button gives access to specific evaluations for gait analysis.
] { "\/‘ /\v:
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In the classic basic programme interface the functions can be found in the menu ‘Gait Analysis’. The
corresponding chapter 6.6 of this manual gives detailed explanations for these functionalities

6.2.11 Switching between Graphics Displays

A

B

These Buttons switch between different types of graphic dis-
play.(isobaric display, sensor display, 3D-display)

see 6.3.1

see 6.3.2

see 6.3.3

6.2.12 Comparing two Measurements

The buttons below appear only when a comparative measurement has been loaded. Here You can
choose which parts of the two measurements are displayed

- current measurement (also used for recording a measurement )

r- ‘ - comparative measurement (additionally loaded measurement)

4 4
vy

- comparison between the tow left feet from both measurements

- comparison between the tow right feet from both measurements

If You are looking at a comparison between both left or both right feet, the information about the
measurement will be displayed in the title bar and note if the mouse cursor hovers over one of the dis-

played feet or platform halves. (This display is only available in sensor or isobaric display)
see 6.4.3 Loading Comparative measurement
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6.2.13 Data Administration

. This button is used to access the data management functionalities and various export inter-
F faces. The details can be found in chapter 6.4 of this manual.

Delete...

Data Administration...
Import from ‘z\

medilogic E-Mail...

6.2.14 Customer Details

This button opens the a dialogue to edit customer details(e.g. name, address) and allows
J You to generate a new customer record prior to starting a measurement.
«. ) In the classic basic programme interface this can be found in the menu ‘Data’. Chapter 6.4.5
of this manual gives detailed information.

6.2.15 Print Out

This button will open a list of available print outs.
& In the classic basic programme interface this can be found in the ‘print out’ menu. In
= Chapter 6.5 in this manual You can find detailed information about print outs.

6.2.16 Options

This button gives access to the options for the programme and the configuration of the

 WLAN data transmission.

. . Inthe classic basic programme interface these can be found in them menu ‘Options’. In
Chapter 6.6 of this menu holds detailed information..

. #
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6.3 Display

The following picture shows the most important controls of the medilogic plate NX system.
The program window for operating the scanner is described in a separate user instruction.
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The title bar of medilogic contains some more information. There, the name of the customer currently
being processed, the date and time of the measurement can be read off.

All keys are arranged in individual key groups. They perform all the essential operating steps during
recording and playback. The following section describes the functions that are important for the dis-

play.

= = These buttons switch between the different display modes.
/ul!lll-l\ J (golour display, 3D-display with different views and isobaric
maisii | [ 4) display).

The graphics card of the computer should be set to a graphics resolution of at least 800 x 600 at 16-bit
color depth ("High-Color").

Changing the settings is done under Control Panel / Display / Settings.

6.3.1 Isobaric Display

The isobaric display colour codes the pressure values from the platform systems so that
areas with the same colour share the same pressure value. To achieve a higher spatial
resolution mathematical algorithms are used to calculate pressure values between the
Sensors.

By pressing and moving the right mouse pointer, the view can be zoomed.
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l XN ‘ ~ The pressure corresponding to a colour can be read
R St T4 from the colour scale at the bottom of the screen.
The relation between colour and pressure is influ-
enced by the zero threshold and maximum pressure
set in the programme. Setting the maximum pressure
with the slide bar allows You to compare measure-
ments of customers with different weights and still
using the full colour range.
This setting can be changed at any time after a record-
ing has been made.
see 6.6.2 Options "Colour table

_ see Fehler: Verweis nicht gefunden Adjusting the
NN T TTTTTTTITTTT T . S . ,
0w 2 A s o4 v 135 0 0 T 1 i a6 5 % T E3) ik g T s i s = “r = a2 ISIN\\\ Colour Scale uSlng maxlmum p’/'essure

Hovering the mouse cursor over the isobaric display will show the pressure value at this position on to
the right side of the graphic area as ‘current pressure’
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6.3.2 Sensor-Display

If the sensor representation is selected, the pressure of the individual sensors is repres-
ented in the diagram within the soles or within the plate NX by means of different col-
ors.

By pressing and moving the right mouse pointer, the view can be zoomed.

m;lrllls:.'

[m v el
I

‘ A ‘ - The pressure corresponding to a colour can be read
oy from the colour scale at the bottom of the screen.

The relation between colour and pressure is influ-

enced by the zero threshold and maximum pressure

set in the programme. Setting the maximum pressure

with the slide bar allows You to compare measure-

ments of customers with different weights and still us-

ing the full colour range.

This setting can be changed at any time after a record-

ing has been made.

NN T T T T T TTTEESNENR sce 6.6.2 Options "Colour table
see Fehler: Verweis nicht gefunden Adjusting the col-
our scale using * maximum pressure’

By means of this representation, it is somewhat easier to differentiate between individual sensors. If
you now move the mouse pointer over individual sensors, their value is displayed as "act. Pressure "in
N/ cm?, these values are independent of the selected zero threshold and" max. Print ".
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6.3.3 3D-Display

A If the 3D representation is selected, the pressure distribution of the individual sensors is
. displayed as height (y-direction) in the representation of the pressure distribution. At the
/’ same time, the respective colour shading corresponds with the colour table from the col-
our scale.
By pressing and moving the left mouse pointer, the perspective can be rotated.
By pressing and moving the right mouse pointer, the view can be zoomed.

XN | ~ The relation between colour and pressure is influ-
o nimrmerre et enced by the zero threshold and maximum pressure

set in the programme. Setting the maximum pressure

A with the slide bar allows You to compare measure-

' T ments of customers with different weights and still
N‘. using the full colour range.
B This setting can be changed at any time after a record-
ing has been made.

see 6.6.2 Options "Colour table

see Adjusting the colour scale using ‘ maximum
pressure’
T T T LT T T —

Hovering the mouse cursor over the 3D display will show the pressure value at this position on to the
right side of the graphic area as ‘current pressure’.

6.3.4 ,,Colour Scale“

_
1,0 33 65 93 12,0 14,8 17,5 20,3 230 258 285 313 34,0 36,8 385 423 Nfem?
24 5.1 79 10,6 134 161 189 216 244 271 29,9 326 354 38,1 40,9 436

The colour scale shows the assignment of the measured value quantities to the colours in the isobaric,
sensor and 3D representation depending on the zero threshold and "max. Pressure". The lower assign-
ment limit of the colour representation is defined by the set zero threshold and the upper limit by the
"max. Pressure "knob set.

The numerical values below the scale refer to the separator between the colours. The numerical values
are thus the initial value of the colour following to the right. The numerical values in the sensor field
or when reading back are rounded to one point after the decimal point, as well as the numerical values
on the colour scale.

In the Options menu, you can also set the number of colour levels used.

In the new program basic display, you can minimize the colour scale by pressing the arrow key on the
right edge or, if necessary, enlarge it again.

see 6.6.2 Options "Colour table
see Fehler: Verweis nicht gefunden Adjusting the colour scale using ‘ maximum pressure’
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6.3.5 Adjusting the colour scale using ¢ maximum pressure’

The relation between colour steps and pressure values can be set using the slider ‘maximum pressure’ .
The setting defines the pressure value (N/cm?)to be represented by the last colour step (dark red). The
colour table is scaled accordingly. This allows You to set the optimal colour range for every measure-
ment. This is especially useful if individuals with widely different weights have to be evaluated.
- Setting the maximum pressure to the highest value of a measurement
ensures the best possible contrast displaying the pressure values. It does
not change the numbers.

L

For most cases it is advisable to set the maximum pressure to the highest pressure occurring in the
current measurement, ensuring the best possible pressure representation. This setting can be made by
the software automatically, if ‘Options’ /*Colour Table’ /‘automatically adjust max. pressure’ is set.
The alternative would be to use ‘manual adjustment’ and set the value by hand.

In the new basic programme interface You can also click and drag the mouse over the colour scale to
change the value. Moving the mouse to the right will move the colour spectrum towards red (max.
pressure is decreased); reversely moving the mouse to the left shifts the colour spectrum towards blue
(max. pressure is increased). see 6.6.2 Options "Colour table Option: ,,max. pressure: Setting the col-
ours for display*

Two markers are available in the classic basic programme interface above the slider. These give quick
access to two setting (e.g. for walking and standing) by clicking on them. To change the marker posi-
tion hold the ‘Ctrl’ -Key down click on one marker and drag it to the desired potion.

This is also available for the colour scale used with the momentum graphic (max. momentum (Ns/
cm?).
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6.3.6 ,,Time Graphic“

During recording and replay of a measurement the time graphic is drawn or shown. During replay You
can set the point in time for values from the measurement.
This graphic displays the average pressure
— a “ values for each side (red: left insole/ platform
- - halve; blue right insole/platform halve).
¢ The unit for the x — axis is seconds.

"HA‘MHAHHAH RARRY Ry SRR AR S Ry R a s Ay e
4 5 6 7 13

The yellow triangle below the time graphic indicates the current position of the recording, whose
measured values are currently displayed in the colour or 3D display. A movement of this pointer is
possible by touching and pulling the triangle with the left mouse button.

In addition, the time graph also has a zoom function. With this function, a certain area of the time
graphic can be marked and enlarged.

To do this, first move the mouse pointer within the time graphic to the desired start position of the
magnification. Now click with the left mouse button there and keep it pressed. Now move the mouse
pointer to the right or left. If you are at the desired end position of the interesting area, release the
mouse button. The area you just marked will now be automatically enlarged and stretched to the entire
length of the timeline. Of course, this enlargement process can be performed several times. The period
of time selected by means of the zoom function is displayed above the diagram as a bar. This provides
the additional option of moving the period forward or backward by moving the bar.

To maximize the footprint display area, the time graph can be minimized using the right-edge arrow
key. Likewise, the graph can also be maximized using the arrow key.

All functions (play, slow motion, maximum, average, gait analysis etc.) now refer to this area. When
saving, only the selected section is considered.

To be able to review the entire measurement again, a single mouse click at any point of the enlarged
range is sufficient.

This is a qualitative representation of the pressure curve during the measuring time. A detailed diagram
of the measured values over time is available in the menu gait analysis / time graphic.

see 0.3.1

see 6.3.2
see 60.3.3

page 36



medilogic Plate NX

6.3.7 ,Note*
For every measurement a note can be displayed, which can be entered while

Measurement:

™ saving the measurement.

e To hide or show the note set the ‘Option’/’Display/General’/’Display Note’ see-
Body Height [m}: 1.78 Options "Display / General") The size and position of the note can be adjusted
i of shows (LR using the left mouse button by clicking and dragging. With a saved and loaded

= measurement You can change or enter new information by double clicking on
Video Seitenansicht: Sean: Sportschuhe: the note. Now You are in edit mode (cursor is blinking) and can write or change

Diagnosis: the text.
With a right click in the note a context menu will appear with these options:

Undo all changes since entering edit mode

Select all , to select all of the text in the note

a selection of predefined text blocks to speed up entry of standard texts (diagnoses etc.)
Add new text module , to create a new text block

delete text module , to delete a text block from the list

Clicking anywhere outside the note will end the edit mode.
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6.4 Data

Measurement data can be saved and loaded for later viewing and evaluation. The medilogic software
store the data in the SQL server installed with the system (if not present) either locally or on a network
location of Your choice.

Identifying information is first name and name (additionally date of birth) of the customer as well as
time and date of recording. Additional information can be saved with the measurement (e.g. note, body
weight, email address etc).

6.4.1 Saving Data

After recording has stopped the measurement can be saved. The period of the measurement
shown in the time graphics is saved. This offers You the chance to exclude parts at the begin-
ning or end with unwanted data (e.g. customer just starting to walk from standing, or trip-
ping).

see 6.3.6 ,, Time Graphic“"

The ‘Save’ button (floppy disk symbol) can be used to call up the save dialogue (or the menu ‘Data/
saving’ in the 5.x version). To simply this the dialogue can be called up automatically when the record-
ing stops. This can be set in ‘Options’ ‘Usability’ ‘Show Save Dialogue after recording’.

&€ Save Measurement X
Select Customer
Group [Shc-w all 'J [7] use measurement date as sorting criterium [ New Group ]
Name [Jones, Jane (7/24/1981) 12345 Sampleton, Sampleroad 123 '] [ New Customer ]
Quick Search | {Name, First Name, ... v] [ Import Customer Data ]
Mr./Ms. Acad. Degree First Name Name Date of Birth
Customer Mrs Jane Jones 7/24/1981
Note

Advanced << [ oK ] [ Cancel

Details
Distance [m] Alternative: Speed [km/h]
Customer Number

ZIP City Street

12345 Sampleton Sampleroad 123

Telephone 1 Telephone 2 E-Mail

Body Height [m] Weight [kg] Size of shoes (L/R)

Insurance PNumber Insurance Number ':,;' GKV
© Private
@ Unknown

Diagnosis
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In the middle part of the memory the information about first name and name are mandatory in order to
save a measurement. Entering the date of birth will further increase the programmes ability to differen-
tiate Your customers.

The notes are saved for every measurement separately, entry is not mandatory. To speed up the entry of
notes and diagnoses text blocks can be inserted using the right mouse button. see 6.3.7

The ‘Advanced’ button unfolds (and folds) an area with additional information about the measurement
and the customer (e.g. address). This can also be accessed using the ‘Edit Customer Data’ dialogue
see 6.4.5 .

If You want to use gait analytical evaluations You need to enter information about the length of the
walkway or the treadmill speed as well as body height and weight of the customer. Should You not
wish to use these evaluations or evaluation is not possible (e.g. walking very erratic) You can leave
these fields empty. To make entry of this information mandatory You can set the check in ‘Options’
‘Usability’ ‘make entering body height and weight mandatory’.

The upper part of the dialogue gives access to customers already stored in the system in order to save a
new measurement with that customer. Your customers can be grouped to make it easier to locate them,
if You want to access all customers select ‘show all’. The drop down selection ‘Name’ list all custom-
ers of the selected group in alphabetical order. You can also sort the customers by the date of their last
measurement setting the check next to the ‘Group’ drop down list.

The field ‘Quick Search’ lets You find a customer by entering first name or name. The search start as
soon as You start entering letters and will show information for the first hit immediately. The drop
down list lets You choose insurance number or customer number as alternate criteria.

To enter a new Customer click the ‘New Customer’ button (all fields will be emptied). If You need a
new group You can create one by clicking ‘New Group’, otherwise select the group from the drop
down list You wish to associate with the customer.

When the dialogue opens the most recent customers information will be shown. If the information
about the customer is correct You can confirm by clicking the ‘OK’ button. Otherwise use the ‘New
Customer’ button to create a new customer entry and fill in the information necessary.

To jump from field to field use the TAB-key or click into the field of interest.

Note: For quick handling the dialogue will position the cursor in the field ‘First Name’ hitting the
‘ENTER’ key will set it to the ‘Name’ field , then the ‘Date of Birth’ field the next hit on the ‘ENTER’
key will operate the ‘OK’ button and save the measurement.

Saving a measurement is only possible if a new recording has been made, otherwise the access is
denied (greyed out). This is meant to prevent saving a measurement twice.

If You configured the medilogic system to access external data bases for customer data (‘Options” Ex-
tra” External Databases’) data entry can be speeded up.

6.4.2 Loading Data

Saved data can be loaded into the software. Thus the data is again available for viewing and
evaluation. Please use the ‘Data”Load’ menu item to do this.
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€ Load Measurement X
Group [Show all v] [] use measurement date as sorting criterium
Name |Jones, Jane (7/24/1981) 12345 Sampleton, Sampleroad 123 v
Quick Search [Name, First Name, ... v
Measurement

12/20/2017 9:14:39 AM; (Insoles. Measurement, Hz 100, 4 s)
8/19/2004 1:44:24 PM; (Insoles. Measurement, Hz 60, 16 s) ; (Video) ; Video Seitenansicht; Scan: Sportschuhe
8/19/2004 1:25:16 PM; (Insoles. Measurement, Hz 60, 18 s) ; (Video) : Video back view

@ [ OK J { Cancel J [ Help

Choose the customer group (or ‘Show all’) and the customer You are looking for from the drop down
list ‘Name’. Default sorting criterium is the name, if the check ‘use measurement date as sorting cri-
terium’ is set the customers most recently measured will be listed first. For every day use this eases
locating Your customers.

In the list below You can select the desired measurement by clicking on it. The entries show time and
date of the measurement, the sensors used, length of the measurement, sampling rate and the note if
entered. Using the ‘OK’ button will cause the measurement to be loaded into the software and the dia-
logue to close.

Note: You can also double click on the measurement for more speedy loading.

The ‘Quick Search’ field lets You locate customers quickly using first name, name, insurance number
or customer number.

If You select a measurement made with a different programme mode (e.g. insole, platform) the current
one, the software will automatically switch to the needed programme.

6.4.3 Loading Comparative measurement

. For the platform measuring system it often is useful to compare two measurement side by
|~ side. To do that Use ‘Data”’load comparative measurement’.
M'_/ The dialogue mirrors the one used for loading a current measurement. ( see 6.4.2)

After successfully loading a comparative measurement an additional button block is dis-
played. The black feet represent the measurement first loaded (current measurement), the magenta col-
oured feet represent the second measurement loaded (comparative measurement)

All evaluations are also available for the comparative measurement. The measurements are compared
for the side of the feet or platform halve (left-left or right -right). Use the corresponding buttons to se-
lect.

6.4.4 Deleting measurements / Customers / Groups

~ The menu item ‘Data”Delete...” allows You to delete measurements, customer entries and
r groups no longer needed. Selecting the element to be deleted is analogue to Fehler: Verweis
' nicht gefunden .

Pressing the button ‘Delete Group’ or ‘Delete Customer’ will delete the customer shown in
the drop down list or the group from the drop down list with all its customers. Clicking ‘Delete meas-
urement(s) will delete all measurements selected in the list ‘measurement’. Please check carefully
whether to confirm the confirmation dialogue whether these object should really be deleted.
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6.4.5 Edit Customer Data

. The menu item ‘Data” Edit Customer Data’ is used to call up the dialogue used to access
Q and edit customer data (e.g. name, address etc.). You can also use it to create new groups or
. customer entries with the buttons ‘New Group’ ‘New Customer’ before recording a meas-
urement and saving it to the database. Handling is similar to 6.4.1Saving Data . Entry can

also be done using external databases see 6.6.3 Options "Extra The drop down list ‘New Group assign-
ment’ lets you shift customer entries between the groups.
When the dialogue is opened it always presents the customer called up most recently. But You can ac-
cess any customer from this dialogue.
If any information for a customer has been changed, selecting other customers is denied until the ‘Ap-
ply’ button is clicked.

6.4.6 Data maintenance (data backup / restoration / data logger / export customer data)

In the plate NX system it is often useful to save the measurement results on an external stor- =
age medium from time to time or to transfer the data to another computer. The menu item -

Data / Data maintenance is used for this purpose. 3

£& Data Administration >

Backup | Restore | Delete Data | SQL-Backup | Export Customer Data to CSV Table

= Only measurements in the period from 1/1/0001 12:00 AM to 1/1/0001 12:00 AM

] Set start time and end time to current time after backup

[Check medilogic Databasex

Backup to:
DABackup Medilogic EJ
Selected entries are highlighted in green. Change selection with the right mouse
button.
I Page Settings =
4 Customers/Groups and Measurements

n

-

[¥] Also copy video files [ oK ] [ Cancel J

"Data backup' function

The data backup allows the existing data to be saved to a destination selected by the user. The cus-
tomer information, the associated measurements and the individually adjusted print page settings are
saved in a file "backup.mdb" (if necessary "logo.bmp") and the directory "Data". If the check mark
"Copy video files with" is set, please check whether the backup medium provides sufficient storage
space.

Before starting a backup, it is recommended to check if all file associations etc. are correct by using
"Test medilogic database' to create an error-free backup.

Note: Please always use this procedure to back up or transfer your measurement data, as manually
copying individual measurement files will result in loss of customer data.
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Function "Data restoration”

Data restoration works the other way round, in which data is restored from an existing backup medium
into the medilogic software. The file "backup.mdb" (possibly "logo.bmp") and the directory "Data"
created during the backup must be searched for.

Function "Export customer data to CSV table"

This function converts the customer-specific information stored in the database into a csv file readable
by office programs. This allows you to make the stored customer data accessible for further applica-
tions, such as mail merge. A complete export or a selection of individual customers is possible. see
6.4.5 Edit Customer Data

6.4.7 Save to... Import from...

For the transfer of individual measurement files, the menu item Data / Save to... menu item, there is
the possibility to save the current measurement to a floppy disk or any other storage medium (e.g.
USB stick, network drive). The prerequisite for this is that the target directory specified under 'Options
/ Extra' is not write-protected and has sufficient free memory space. see 6.6.3 Options "Extra".

The measurement file(s) saved on the storage medium can then be read in on another medilogic sys-
tem using the menu item 'ITmport from...".

If set in the options, the information of the storage medium will be deleted after the import and the
measurement will be displayed immediately.

6.4.8 E-mail - The Electronic Mail

This menu item allows you to send the data of the current measurement by e-mail, or to re-
ceive the data of a measurement and integrate it into your own system so that it can be evalu-
ated in your own system.

=

=

How does e-mail work? - short introduction

The prerequisite for use is that you have an e-mail account, i.e. your own e-mail address, with any pro-
vider. We further assume that this account is only used for this special task, the transmission of medi-
logic data. As there are a number of providers of free e-mail accounts, this is not a particular restric-
tion, but it simplifies the handling.

One assumes that Andreas would like to send an e-mail to Beate. Then the following steps have to be
done:

1. Andreas presses the "Send"-button, when the e-mail is ready to be sent. By doing so, the software
establishes a connection between Andreas' computer and his email provider. Between these two com-
puters a certain protocol is used, the "SMTP" (Simple Message Transfer Protocol). This is a simple
protocol without authentication. To avoid problems such as spam, many providers want to know who
sent the email. There are several methods to do this. One possibility is the "POP before SMTP"
method, where Andreas first receives e-mails before sending them and authenticates himself with his
username and password. "SMTP_Auth" is an extension of the simple "SMTP", which allows authen-
tication of the sender. This currently most common method is the default in medilogic.

After Andreas has successfully authenticated himself with his provider, the email will be transferred
there.

3. Andreas' provider sends this email to the POP server of Beate's provider, which then holds the
email ready for Beate.

4. Beate presses the "Get" button , so that her computer establishes a connection to the computer of
her provider (POP server). During this process, Beate's user name and password are sent to the POP
server and then the mail is transferred.
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E-mail settings

As you can see in the last section, a number of settings are required for e-mail communication. These
settings are entered in the medilogic software in the menu item "Data/E-Mail/E-Mail Settings".

If you do not know some of these data, please contact your e-mail provider.

For reasons of data protection it is recommended to use encryption. A 5-digit key number is used for
this purpose. In this case, the recipient can only read in the customer data and measurements with the
correct key number. The input window should be designed to be self-explanatory, if not, please contact
the hotline.

#& medilogic e-mail X

E] surement from 'your.name@domain.com' | Send a measurement to ‘recipient.name@domain.com' | E-Mail settings E

E-Mail address (sender) your.name@domain.com Schemes
E-Mail address (recipient) recipient.name@domain.com [Standard 'J
Incoming mails (POP3) pop3.domain.com [ Test ] [ Make a copy J
User name pop3_username [ Rename J
Password sessessssesee
Port 995 Security SSL/TLS -
Allow mail of unknown origin =
Outgoing mails (SMTP) smtp.domain.com Test ] [C] Automatically test
the medilogic database
User name smtp_username before sending/receiving
Password sssssssssscee [E] Send video files
3 (Attention: extremely large
Port 587 Security SSLATLS - emails are generated)
Old format (MDB) ||
Timeout [s] 30 [ Delete J
Logging in the note m

window and log file

Number for encryption
(0=no, 00001...99999)

Pick up measurement from ihr.name@domain.de

After you have made the POP3 settings in the e-mail settings, first check whether e-mails are available
for you. If so, the two buttons "Get measurement" and "Delete e-mail" will also be active.

When fetching emails, you can use the checkboxes in the lower area to choose whether the data should
be deleted from the server immediately (or not), and whether the measurement should be displayed in
the medilogic system immediately after fetching.

In order to optimise the processing time in case of a high number of e-mails, you can reduce the num-
ber of e-mails to be listed.
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€ medilogic e-mail X

Get a measurement from 'your.name@domain.com' | Send a measurement to 'recipient.name@domain.com’' | E-Mail settings ‘

Customer Measurement Sender

|:| Delete measurements after downloading
Check post office box [] Show measurements after downloading

[List all mails VJ

Close

Send measurement to empfinger.name@domain.de
After you have entered the SMTP settings as well as recipient and sender in the e-mail settings, you
can send the current measurement by e-mail by clicking on "Send measurement".

If you have selected a temporal zoom of the measurement in the medilogic time window,
only this area will be sent.

2€ medilogic e-mail Pt
‘ Get a measurement from ‘your.name@domain.com' | Send a measurement to 'recipient.name@domain.com’ | E-Mail settings ‘

Send measurement

Close

page 44



medilogic Plate NX

6.4.9 Data export to external programs

[~

With this menu item it is possible to write the data of the current measurement into a file —

which can be read by external programs. In this way, the measurement data is written into a
csv table, which can be read by spreadsheet programs such as MS Excel for statistical evaluations.
Likewise, the data of the pressure distribution measurement can be transferred to the computer-aided
insole milling machine of the systems GloboCAD, pedcad, IETEC, ComfortSpline or Ortho-Fit. For
the pedcad and ComfortSpline export, the evaluation of the average pressure distribution under consid-
eration of the 80% threshold is used. In case of the IETEC export, the average of the pressure maxima
of the single steps is used.

Optimization of the display in the GloboCAD Expert Analytics system is achieved by activating the
checkbox 'increased sensor resolution'. For the routine use of this export, this can be done automatic-
ally when saving the measurement.

see 6.6.1 Options "Display / General": Procedure for averaging
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Export measurement data to CSV table
In the menu under Data/Export you will find the option to export the currently loaded measurement to
a CSV table. Use the export path to specify the desired storage location.

5 files are saved:
Name _first name date of birth_time of measurement
_CYCL.CSV — Coordinates of the cyclogram
~GL L.CSV — Coordinates of graph left
_GL_R.CSV — Coordinates of the chart right side
_L.CSV — Sensor measured values left
_R.CSV — Sensor measured values right
For correct formatting in the spreadsheet program, it is recommended that you first open it and then
access the csv file via File/Open. The semicolon (;) must be specified as a separator.
The sensor measured values to be found in the .csv file are the raw values of the system, given in di-
gits. The following applies to the conversion of the specified digit values into the pressure unit N/cm?:

1. determine the maximum pressure range that applies to the respective type of medilogic sensors.
This is the highest value that can be set with the 'max.pressure' control above the time graph. For sole
and plate measurements of foot pressure distribution this is typically 64 N/cm?.

2. calculation rule for determining the measured value in the unit N/cm?:

B .. )
Pressure[N/cm?]= csv Value[Dlg;‘i)] 2*3n[1§)>i<g.i1:§essure[N/ cm 2|

6.4.10 Connect scan with loaded visualization

For extended evaluation of analysis data, it is possible to superimpose the scan image of the foot scan-
ner on a currently loaded pressure measurement (soles/plate). Prerequisite is the assignment of the
scan to the pressure measurement with this menu item. After successful assignment, the corresponding
scan is also loaded again each time the visualization is reloaded.

Overlay is only offered in the 2D isobar display and is activated with the check mark in the upper right
corner of the main screen. There you will also find the setting of the degree of crossfade as a slider.
The positioning of the scan image is done separately for each foot using the mouse arrow:

left mouse button to move,

right mouse button to rotate the scan.

Note: The position of the scan image in the cross fade with the pressure measurement can be reset to

the default values if required by keeping the zero key pressed and moving the left mouse button in the
image. Therewith, it is possible to reposition scans that have been shifted out of the image area.
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6.5 Printing
' In principle, all images visible on the monitor can also be (=1
printed out. In addition, important information about the r—)
medilogic printer setup.. measured person is also printed out.
There are several possibilities to output the information displayed on
the screen to a printer installed under WINDOWS®.
Note: As with all menus, the items are shown in grey and cannot be
operated, which are currently not reasonably executable. For the
printout of the gait analysis evaluations these must also be activated, otherwise the menu item is
shown in grey.
The printer is selected via Print / Set up printer. The following section provides an overview of the dif-
ferent printout variants.

Page Setup ...

6.5.1 Print - Current View

This function prints the currently visible image and additional personal information such as last name,
first name and the comments entered. This allows the printout to be assigned to the measured person
later. If the data of the measurement have not yet been saved, the printout is made without any per-
sonal information. It is therefore advantageous to save the measurement of the customer before print-
ing. In addition, the company logo is printed.

When using the video option in medilogic, the video image associated with the current time is also
printed (print scheme 'Current View (Video)')

6.5.2 Print - 1:1 printout, sensor, isobar display

The image of the print distribution currently displayed on the screen is printed in its original size. This
is possible for all evaluations with the exception of 3-D representations. For printing in original size,
the paper format previously set on the printer is analysed by the medilogic program. The 1:1 printout
is then adapted to the paper format found. This means that when printing the measurement results of
the pressure measurement plate system 1:1 on A4 paper, the printout is often made on 2 sheets.

It is possible to distinguish between a 1:1 printout in sensor representation and in isobar representa-
tion. Unfortunately, the company logo cannot be shown on this printout due to lack of space.

6.5.3 Print - Sequence printout

With the sequence printout function, the chronological sequence of the pressure distribution is dis-
played using several individual images. Comparable to a video sequence, a sequence of single images
is printed, which shows the pressure distribution at different points in time of the step processing. If
the time range displayed contains several steps, a dialog box prompts you to select the steps to be prin-
ted for left and right foot.

6.5.4 Print - Overview Normal, 3D, comparison

With overview printing, up to four images are displayed simultaneously on one sheet and are printed
in reduced size at the corresponding positions on one page. In general, all images visible on the mon-
itor can also be printed.

The decision about the type of overview print is made directly in the menu Print / Print. Several vari-
ants of the overview printout are available. If you wish to use another variant of the overview printout,
please consult the hotline. The company logo is also displayed in the overview printout.

6.5.5 Print - gait parameters, middle step, time graph, DSP dynamics

Similar to the current view, the gait analysis evaluations are only printed when the respective windows
are open. The information from the screen is converted into a form that is useful for printing and prin-
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ted out on the set printer. Several variants of the printout are available. If you wish to have a different
variant, please consult the hotline. The company logo is also printed out.

6.5.6 Print to bmp file

Instead of printing on paper, the currently displayed print image can also be saved as an image in a
* bmp file, which can then be used in other applications. After calling the menu item "Current view
(BMP)" in the Print menu, a subdirectory "pictures" is created in the program directory (default: C:
\programs\medilogic). There you will find the bmp file, whose file name is composed as follows:
Name first name_date of birth _1fd. no.

6.5.7 Set up the printer

In the menu Print / Printer Setup the dialog window known under WINDOWS® for selecting and set-
ting up the printer is called up. The WINDOWS® standard printer is used by default.

In this dialog window, the paper format (portrait format must be selected) and the print quality can be
set. The latter is also responsible for the printing speed and ink consumption.

The parameters that can be set in the setup are printer-specific. In case of doubt, please refer to your
printer manual or consult your printer dealer.

When printing to a black/white printer, the software automatically switches briefly from the colour
table to the grey value table in order to be able to display the printing differences in a meaningful way.
In order to simplify the daily work, the function "Do not show printer dialog before printing" can be
selected under Options / Comfort settings after printer setup. The printout will then be activated imme-
diately after selecting the printing scheme in the Print / Print menu.

6.5.8 Integration of a company logo

When printing from the medilogic program your company logo can be included. It will be displayed in
the upper right corner. The company logo should be available as a Windows bitmap and be named
LOGO.BMP. It must then be copied to the computer on which the program is installed in the path C:
\PROGRAMS\MEDILOGIC. The existing LOGO.BMP file is replaced.

The settings on the print page and the file "logo.bmp" are also saved in the backup directory during the
data backup (see Error: Reference not found Error: Reference not found) and are thus available again
in the event of a data restoration
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6.6 Options

Under the menu item "Options..." various settings can be made in the medilogic softwareto =
adapt the program to specific requirements. &r
The activated status of an option is indicated by a tick at the menu item. Selecting this

menu item again switches this state off. The settings are saved and are therefore also effective when
medilogic is started again. Settings that apply to both the sole and the plate program are marked with a
* and therefore only need to be adjusted in one of the two programs.

A number of functions from the options menu are only relevant for pressure measurement.

6.6.1 Options "Display / General"

£ Options X
Display / General |Co|ourTabIe | Extra | Usability | Video ‘

Display Average Gait line for 'MAX', 'AV', 'Gait line' and 'Cyclogram’
| Display Cyclogram for 'MAX','AV" and 'Gait line’
| Speed of Centre of Pressure

Analysis of Running (Account for Flight Phase)

Display Centre of Pressure in Colour Graphic Also in the Blue Print
Weight distribution in the Platform program (percent display)| | Quad
| Play Loop )
| Sounds* Use Sound Card (Wave)* @
Show Video Window
Numeric Value in Sensor always with one decimal place

| Highest Isobars Resolution for Printout*
| Save Window Position*

Projection mode (fix display size) Use Current Size
Scale sensor matrix with window
Display Note* Show Photos*
Show form field printing schemes*
Method for Calculation of Averages Isobars Resolution®
0 100 min. Max.
20% of the maximum Step 6
Slow Motion Speed | 1/5 v

Use Bauerfeind print out pages*

* For all medi\ogicprograms[ ok }[ Cancel J[ Apply J

Option: "Display Average Gait Line for 'MAX', 'AV', 'Gait Line' and 'Cyclogram'".

By selecting this option the mean graph can be displayed in maximum display, average display, graph
or in the cyclogram. see 6.2.8 Evaluation Gait line

Option: "Display Cyclogram for 'MAX', 'AV"' and 'Gait Line'"

In addition, the cyclogram, which shows the centre of gravity of the body during the entire measure-
ment or the selected area, can also be displayed. It normally represents a typical "butterfly shape". see
6.2.9 Evaluation Cyclogram

Option: "Speed of Centre of Pressure"

This will colour the line of the centre of pressure according to the speed at each point.

Option: "Analysis of Running (Account for Flight Phase)"

By selecting this option, the cyclogram is displayed as a continuous line although it is not possible to
calculate a centre of gravity for every moment (e.g. in the flight phase when running). In addition, an
axis division left/right and forefoot/backfoot is displayed to support the evaluation of the cyclogram.
This option must be switched off for walking.
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Option: "Display Centre of Pressure in Colour Graphic".

This menu item shows the respective (current) centre of gravity in the form of a cross in the colour dis-
play.

Option: "Weight Distribution in the Plattform Program (Percent Display)"

The weight distribution is displayed either for the left and right halves of the plate or for left-right-
front-back if the 'Quad' option is ticked. This is useful for posture analysis.

Option: "Play Loop"

Endless playback allows you to play back a measurement so that when the end of the measurement (or
the selected time range) is reached, playback immediately starts again from the beginning. This elimin-
ates the need to "rewind" the playback for repeated viewing.

Option: "Sounds"

This option enables signals when the program is started and when the soles or plates are detected.
These signals are emitted from the PC speaker or via the sound card of the computer and give an ori-
entation about possible error messages or the loading status of the program.

Option: "Show video window"

If a video source (e.g. a digital camera) is connected to your computer, you can use this option to
switch a video window on accompanying the medilogic program. You can order this additional option
as a software update. The control of recording and playback is done by the usual control elements syn-
chronously to the pressure measurement. At the end of the recording, the video file is saved by the sys-
tem, which can lead to a short delay of the further process in case of longer recording times due to the
file size depending on the computer performance.

Option: "Highest Isobar Resolution during Printout"

In order to ensure a fast display during the course and evaluation of measurements, it can be useful to
reduce the isobaric resolution depending on the computer performance. However, for an optimal print
image, it is useful to maximize the resolution of the isobar display. Before printing, the isobar resolu-
tion can be automatically set to the maximum value for a short time by activating this option. If this
process leads to an excessive delay of the printing process on slower computers, this option should be
deactivated.

Option: "Save Window Position"

After a new start of the program, the program window and all dialogue boxes appear at the position on
the desktop where they were closed before. So you can determine in which area the windows should
always open. After the first installation, this Option is initially deactivated and should therefore be ac-
tivated the first time the program is started.

Option: "Projection mode (fix display size)"

With this option the window size for the original medilogic projection is saved by the program, so that
the correct size is displayed at every restart.

Option: "Scale sensor matrix with window"

With this option, the display of the sensor matrix depends on the size and format of your program win-
dow. Especially with 16:9 screen resolutions this scaling should NOT be used to get an undistorted
display of the soles/plates.

Option: "Display Note"

You can use this option to decide whether or not the corresponding comment is displayed permanently.
If this option is selected, the remark is displayed in a separate window. When loading and saving
measurements, the corresponding comments are always displayed in the respective selection lists of
the measurements.

see 6.4.1

Option: "Show photos"'.

This Option allows you to assign up to 9 digital images to each stored measurement. For documenta-
tion purposes, the images or photos can be, for example, still images from a digital video camera or, if
the video window is used, single images from the stored video sequence. The photos are permanently
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assigned to the corresponding measurement and are displayed again in the photo window when the
measurement is loaded later. A special printing scheme enables the overview printout of the photos.
Option: "Show form field printing schemes"

Displays a dialogue which allows the user to create individual forms .

Option: "Method for Calculation of Averages"

This option refers to the display of the average pressure. (see 6.2.6 Evaluation Average Pressure) The
set percentage figure forms a threshold for the calculation of the averaged pressure values of each
sensor. Values below this threshold are not included in the calculation. In this way, a distinction can be
made between times of lower and higher load when walking. With the recommended threshold of
20%, this means that the pressure values occurring during the swing phase (foot in the air and there-
fore only very low pressure values in the shoe) are not included in the averaging.

It can therefore be said that with the setting "20% of maximum" a mean pressure during the stance
phases of the measured steps is displayed.

If the controller is moved all the way to the right edge, the averaging display uses a special mode
which is required for export to the [IETEC milling machine. The pressure distribution is calculated for
the average of the pressure maxima of the individual steps, i.e. for each individual sensor the pressure
maximum of the individual steps is determined and the average value is calculated from this.

Option: "Isobars Resolution"

During program operation it is possible to change the resolution of the display. In case the computing
power of the PC is not fast enough for your needs, you can choose a lower resolution, which increases
the speed of display and evaluation.

Option: "Slow motion"

This setting determines the speed at which the slowed playback of a measurement is performed. When
playing back the single images, all measured values are displayed in the sequence. The other settings
define a fixed playback speed as fractions of the real speed. Depending on the computing power of the
computer, images may be omitted to achieve the speed specification.
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6.6.2 Options "Colour table"

=& Options >
Display / General | Colour Table | Extra | Usability | Video
O IO e

Black/White*

@) automatically adjust max. pressure
Get max. Pressure from Measurement
Manual Adjustment

Colours*
min. Max.

128 Colours

Zero Threshold (pressure)

1.0 N/cm?

Zero Threshold (momentum)
o} 3.0
1.6 N/cm?*s

Color areas below the zero threshold

* For all medilogic programs [ OK ] l Cancel | l Apply |

Option: "Colour - B/W"

If you use a laptop with a black and white display, it is especially important to enter "B/W" here. If
you are using a black-and-white printer for printing, the program switches briefly to B/W mode before
printing in order to use the corresponding greyscale gradient.

Option: '""Method to Adjust max. Pressure''.

For the limitation of the colour scale by the controller "max. pressure" used for the display of the pres-
sure values, there are three possibilities of adjustment.

Recommended is the setting: "automatically adjust max. pressure', where the program links the
highest occurring pressure (corresponding to the maximum pressure evaluation) with the end of the
colour scale for each image to be displayed (momentary value, maximum pressure, average pressure).
This ensures optimum use of the entire colour spectrum for all measurements.

If the "Get max. Pressure from Measurement', the user has the possibility to adjust the "max. pres-
sure" controller individually before saving a measurement which has just been recorded. This max-
imum pressure of the colour representation set when saving is then set again when the measurement is
reloaded, so that the individually set print image reappears.

In the case of ""Manual Adjustment", the system does not adjust the maximum pressure controller,
but always maintains the setting specified by the user. This Option is useful if all pressure values of a
certain height are to be marked with the red colour, for example. It is thus possible to compare differ-
ent pressure distributions solely on the basis of the displayed colours, without having to consider the
settings of the colour scale in each case.

Option: "Colours"

With this control the number of steps in the colour table can be determined. For computers with nor-
mal computing power of the graphics card, an average setting of 32 colour steps is recommended.
With more than 32 colour levels, the labelling of the colour table is not further subdivided for better
readability see 6.3.4

Option: "Zero threshold (pressure / impulse)"
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Only measured values that are greater than or equal to the zero threshold are shown in colour in the
colour display. The colour scale therefore always begins with the value of the zero threshold. The zero
threshold can be selected separately for both the evaluation of the pressure (N/cm?) and the pulse eval-
uation (N/cm? * s) see 6.3

Option: "Colour Areas below the Zero Threshold"

Areas below the zero threshold are normally coloured white, if this option is ticked they will be col-
oured in dark blue.

6.6.3 Options "Extra"

The setup of the software is usually done by a technician of the manufacturer, who makes the neces-
sary adjustments of the program to your computer. For this reason, we would like to point out once
again that if you are unsure about the settings, you should first contact the manufacturer via the hot-
line.

&£ Options X
| Display / General | Co\ourTab|e| Extra ‘ Usability | Video |

@:iAdhoc-Mode O Infrastruktur-Mode  © USB-Mode  © No medilogic transmitter

Duration 120 sec ¥ |  Sample Frequency 100 Hz v
Maximum pressure | 100 N/cm? v
Unit* metric v | Pressure, momentum * | Default v

[7] Use start-stop function Test start-stop function [ _|
Use Pulse Measurement Generate Audio Output for Pulse
Warm up scanner*
Capture Zero Values after Recording || Manual Zeroing
Show most recent Measurement at the Top*

Options for the Menus 'Files' / 'Save to..." and 'Import from...”*

z\ . [7] Also Copv Photo Files*
‘ [C] Also copy video files*

[C] Delete successfully imported measurements(s) from the source path*
[] Display measurement if it was imported singly*

[ External Databases* ][ Card Reader* Hmedilogic Database*]

[Check medilogic Database* [Change Picture Path*]

kForaIImedHogicprograms[ oK ][ Cancel J [ Apply J

Option: "Transmission Modes"
The four options control how data is transmitted from the plate to the computer.
« Adhoc-Mode: The plate is paired to the computer directly, it does not need a router or access
point.
« Infra Structure Mode: The mediloge programme will set up a software access point to which
the plate can connect.
« USB-Mode: The plate transmits the data via USB interface.
+  No medilogic Transmitter: The medilogic software operates in display only mode and will not
try to find a data transmission mode starting up.

Option: "Duration"

The maximum recording duration of a measurement is determined. When making the setting, it should
always be borne in mind that a very long measurement also requires a correspondingly larger amount
of memory. Therefore, you should only make recordings for as long as it makes sense for the evalu-
ation and adapt the measurement duration to the current conditions. For the plate measurement 20s
measurement duration recommended. Thus, several steps can be recorded one after the other.
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Option: "Sample Frequency"

The number of samples per sensor during the measurement is determined. As already mentioned for
the measurement duration, the measurement frequency also influences the size of the resulting files.
An increased measuring frequency offers the possibility to record shorter events in the pressure course,
i.e. to examine faster movements in detail. The NX plate measures with a frequency of 100Hz as
standard.

Option: "Unit"

For the application of the medilogic system in English-speaking countries, it is possible to switch from
the metric system of measurement to imperial units of measurement, e.g. pressure and speed.

Option: "Use start-stop Option"

Recordings can be triggered externally instead of using the GUI. This might be a switch or a TTL-sig-
nal. The field to the right 'Test start-stop Option' will light up every time a start-stop signal is detected.
Option: "Warm up Scanner"

Older flat bed scanner models (before LED) need to warm up the lamps illuminating the object to be
scanned.

Option: "Capture Zero Values after Recording"

For the special application of the medilogic system, for example in motion analysis in sports, the ana-
lysis of dynamic pressure values minus the values in the unloaded state is interesting. For this purpose
the minimum values of all sensors are subtracted as "zero values" from the measured sensor values
after the measurement.

Option: "Show latest measurement at the top"'.

In the dialogues Data and Comparison measurement - Load this setting causes the last recorded meas-
urement to be displayed at the top of the list and all others to be displayed subsequently according to
their measurement date.

Option: "Options for data save / import"

Fast data exchange via a mobile storage medium can be conveniently carried out in the Data menu by
means of 'Save to..."' or 'Import from ...". In the options you can configure which drive is to be used,
whether photos/videos are to be transferred and whether the data is to be deleted from the source data
medium and displayed immediately.

Option: "medilogic Database"

Within this menu item the path where the database with the measurements of the customers is located
can be defined. The setting of the location where the database of customer measurements is located
refers to applications within a network. With this setting, it is possible to access the same database and
therefore the same data from different computers on which the medilogic software has been installed,
without the need for time-consuming matching of data sets.

Thus it is possible to take measurements at one measuring station and at the same time evaluate pres-
sure measurements on other computers. The modification of data sets which are currently occupied by
one user is prevented by a checking mechanism, so that in these cases the access of another user is pre-
vented until the release by the first user has been effected.

Operator changes that do not affect customer groups, customers or measurements (e.g. options, print-
ing schemes) are stored in a local database for each installed medilogic separately and are not affected
by this setting.

Option: "Check medilogic database

To check for inconsistencies within the medilogic database, this Option is used to check the correct re-
lationship between persons, measurement files and database entries. This test should be performed at
regular intervals, especially before a complete backup.

Option: "External databases"

In this menu item you can make settings for external databases / sources. The main purpose of integ-
rating these external data sources is to simplify the input of customer data when saving measurements.
If you are already a user of a customer database, you can also use this data for the medilogic system,
so that multiple entries can be avoided.
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In the line "Database - Name" you can choose from the list of databases the one you use, if the data-
base manufacturer supports this. To do so, the corresponding name must be marked and a check mark
next to the word "used" must be activated. This gives you the possibility to use several data sources at
the same time.

In the next line "Database - Path" the default path of the corresponding database is indicated. If you
have installed the database by default, you do not need to change this setting. In other cases you can
enter the corresponding path under "Search database". The item "Window visible" can be activated or
deactivated by mouse click. This is always possible and useful if the data can be read in automatically
in the menu item "Data...save".

The currently supported customer databases can be found in the item "Database - Name" described
above. If the database you are using is not among them, please contact the manufacturer of the medi-
logic system.

See also: see 6.4.1

Option: "Card reader"

This Option enables the configuration of a chip card reader to read the customer data from the health
insurance card or the new electronic health card. For this purpose, the medilogic program addresses an
external card reader (depending on the setting of the 'Chip-Drive SCR335' from SCM Microsystems
GmbH or the 'Cherry-eGK-KVK') when saving a measurement and there is no need to enter the cus-
tomer data manually. The matching card reader is offered as an optional accessory to the medilogic
Plate NX system by the manufacturer.

Option: "Change Picture Path"

Here you can specify whether the image files created with the print scheme 'Current View (BMP)' are
stored in a directory other than the default directory: 'Pictures' in the medilogic program directory.
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6.6.4 Options "Usability"

Under this group of options you will be offered special program settings that are designed to simplify
your daily work with the medilogic system. Depending on your current measurement procedures and
habits, you can specify certain "reactions" of the program.

&€ Options pes
| Display / General | Colour Table | Extra ‘ Usability |Vide0 ‘

s
[T Swap first name and name in dialogs with customer information
[ make entering address mandatory

[] make entering body height and weight mandatory

[] make entering size of shoes mandatory

[] Automatically Show "Time Graphics'
[T1 No warning for unsaved measurements
Delete periods without load
Rotate Steps if necessery
Make Entry of Height and Way for Gait Analysis mandatory
Use Presets for Distance or Speed

Distance [m] Speed [km/h]

4 MNever » Seconds after snapshot make ready for the next*

Backup Check*
At each end of the program*
Don't show Printer Dialog Before Printing™
Before loading or deletion: Import data from database

Information about the user for feedback (name, phone number, e-mail address)*

User defined Menu ltems

Add

A ¥

* For all medilogic programs [ OK ] [ Cancel J [ Apply J

Option: "'Show Save Dialogue after Recoding"

The save dialogue opens automatically after pressing the Stop key or after the max. measuring time
has expired at the end of a measurement. If, in individual cases, saving is still not desired (e.g. if the
measurement is aborted prematurely), you can switch back to the online display mode by pressing
"Cancel" in the save dialogue.

Option: "Swap First Name and Name in Dialogues with Customer Information"
If this option is ticked the first name will be displayed before (left of) the name.

Option: "'Make Entering Address Mandatory"
This forces the user to enter the address to ensure full customer details.

Option: "'"Make Entering Body Height and Weight Mandatory"

This forces the user to enter the body height and weight p to ensure full customer details. These are
needed for certain gait analysis evaluations.

Option: "Force input of shoe size in 'Save measurement'".

If you want to save the shoe size of your customer for each measurement, switching on this option pre-
vents the entry from being forgotten. The input field is highlighted in colour in the 'Save measurement'
dialogue.
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Option: "Automatically show 'time graph''".

The evaluation gait analysis / time graphic opens automatically after the end of a measurement (if ne-
cessary after automatic saving). This is useful, for example, for dynamic measurements with the medi-
logic Pressure Measuring Plate, so that the chronological sequence of the load can be evaluated dir-
ectly after a measurement.

Option: '""No Warning for unsaved Measurments"

If you use T&T medilogic's start/stop floor mats in your gait lab, this option disables the prompt that
appears when starting a new recording if the previous one has not yet been saved. This allows a delay-
free start of the recording by painting over the start mat. In this case, please save your successful
measurements immediately after recording to avoid accidental deletion.

Option: "Seconds after Snapshot make ready for next"

This will automatically advance the video for the next snap by the amount of time in the selection box.
Option: "Don't show Printer Dialogue before Printing"

This option will let You print faster. Only choose this option if Your printer settings normally don't
need to be changed.

Option: "Before Loading or Deletion: Import data from database"

This option is useful for server operation. It will reload the information from the server to ensure all
changes made by other users are displayed. This takes time depending on Your network speed. If this
option is not ticked an update button will appear in the data load dialogue to ensure synchronicity.
Textbox: "Information about the user for feedback (name, phone number, e-mail address)"

This information will be added to error reports that You send to the programmers.

Option: "User defined Menu Items"

Using the 'Add'-Button You can choose from a list of functions to which You need quick access. The
will appear on the main user interface of the medilogic software.
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7 Description of the hardware components
The following is a brief overview of the Plate NX components.

7.1 Plate NX

7.1.1 Description

The medilogic Plate NX is a simple and uncomplicated aid for evaluating movement behaviour when
standing or moving. The load under the sole of the foot is visualised by different colour gradations us-
ing the software provided. In this way, information on standing stability, gait symmetry and risk of
falling can be obtained. Due to the variable design of the system, the user is free to establish a mobile
structure with, for example, one plate or a longer gangway with up to 25 plates. Each construction of-
fers specific advantages for the respective application. In addition, there is the possibility of configur-
ing a running surface in order to be able to carry out investigations into stability.

7.1.2 Application

Once the medilogic program is started, plate control can be activated using the On/Off button on the
control panel. By means of an acoustic feedback the control electronics signal that it is ready for oper-
ation and automatically connects to the WLAN adapter located on the computer. As described in sec-
tion 5.1, a message window appears if the connection is successful. At the same time, the data trans-
mission LED flashes at regular intervals. During the power-on process it is important that no customer
or user is standing on the disks, because during initialization the disk performs a self-test. If a cus-
tomer or user is standing on the plate during this phase, it can lead to incorrect values during record-
ing.

If a static analysis is performed, the customer stands on the plate before the analysis starts and the re-
cording process can be started by pressing the record button in the software. During the examination, it
1s possible, depending on the aim of the diagnosis, to roll the feet slightly or to make the centre of
gravity of the body sway.

Depending on the structure of the system, the sequence of a dynamic examination is somewhat differ-
ent. However, the beginning is always the same. Before the examination is started by the software, the
customer stands next to the system. By pressing the record button an analysis is started and the cus-
tomer can walk over the system. If more than 3 plates are connected to a walkway, the process is com-
pleted after the plates have been overflowed once. If the system consists of one or two plates, the cus-
tomer turns back to the plate after the first foot has been unrolled and walks over the system in the op-
posite direction. This can be repeated until a sufficient number of exposures of both feet is achieved.
The recording is stopped by pressing the stop button or automatically by the end of the analysis time.
Subsequently, the two feet are displayed next to each other on the screen so that the left foot appears
on the left side and the right foot on the right side. All steps taken are displayed one above the other so
that several individual steps can be evaluated. By selecting the gait phases at the top of the screen, dif-
ferent steps can be viewed individually or other phases can be hidden. The visible superimposition
only refers to the selected range.

see Error: Reference not found Error: Reference not found

see Error: Link not foundError: Link not foundError: Link not foundError: Link not found Notes on
dynamic investigation
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7.1.3 Sensor principle

The sensors used in the plate NX correspond to the latest state of the art in measurement technology.
Capacitive sensors are used in which two conductive surfaces separated by a flexible, insulating layer
are arranged opposite each other to form a capacitance. If the distance between these surfaces changes
due to an external load, the capacitance formed also changes. Using a suitable calibration procedure,
exactly one load value can now be assigned to each capacitance value. The characteristic curves thus
established are stored in the electronics. The calibration characteristics are to be checked at regular in-
tervals. For this purpose it is recommended to send in the sensor technology for calibration by com-
puter-aided polybar characteristic curve recording by the manufacturer at least once a year or after
5,000 loads / steps (whichever occurs earlier).

7.2  WLAN data transmission

Plate NX

The data transfer with the NX disk is wireless. For this purpose, a WLAN connection is established
with the transmitter of the associated PC. This transmits the data to the WLAN interface of the com-
puter and thus ensures an online display on the screen. The head electronics have a lithium-ion battery
that can be charged using the supplied power supply unit. The four battery LEDs indicate the current
charge level of the battery. The fewer LEDs are lit, the lower the current capacity. When the power
supply unit is connected to the plate, the battery is charged. The LEDs signal this state, in which the
number of LEDs corresponding to the current state of charge slowly become brighter and then darker
again, and continue this alternately.
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7.3 Technical Data of Plate NX

Measuring plate:
4096 capacitive sensors
Sensor density: 2.7 sensors/cm?
Measuring surface (LxW): 384mm x 384mm
height: 11mm
Weight: 2.7kg (control unit approx. 1.3kg)
Measuring range: 0.2 to 100 N/cm? (max. permissible load: 200 N/cm?)
Maximum measurement error 5% FSO
Sampling frequency: 100Hz
Measuring resolution 12 Bit
Range: max. 100m outside, approx. 25m inside the building
connections: Connection for power supply unit (on the control unit)
(Use only with the supplied power supply unit - Friwo FW8030/M/DT/05) , disconnect from the mains
by pulling out the mains plug
Battery: The internal battery can only be replaced by the manufacturer. Under no circumstances may
the control unit be opened by the user.
Fuse: The voltage supply is protected against short circuits by the following fuse
fused: Littelfuse Surface Mount Fuses - 0154004.DR
(FF - very fast acting, 4A - amp rating, 125V - voltage rating)

Calibration:
Computer-supported polyvalent characteristic curve recording by the manufacturer
Calibration cycle: 1x per year or after 5,000 loads if these occur before the end of a year of use

ambient conditions:

Storage/Transport: Do not drop, caution fragile! I

Move only in the intended way of transport

-20 to +40°C; 20-80% relative humidity, non-condensing; 700-1060hPa atm. Print
Operation: +5 to +30°C; 20-80% relative humidity, non-condensing, 700-1060hPa atm. Print
Test certificates:

EMV test report according to DIN EN 60601-1-2

Computer system (minimum recommended equipment):
Computer according to year of construction 2005:
-2 GBRAM
- x86 compatible processor
- Color monitor/LCD display with at least 1,024x768 pixels, DirectX 8.1
- Color printer
- 1 free USB port for WLAN adapter or internal WLAN interface
- Additional 1 USB interface if printer is connected directly
- Additional 1 free USB interface if chip card reader is connected
- Additional 1 free USB interface for video integration
- Operating system: Windows Vista, 7, 8, 8.1, 10
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8 Annex:

8.1 Possible system messages and their meaning

The medilogic program automatically intercepts any errors that may occur and displays them on the
screen. The most important of these and the necessary reaction to them will be briefly explained here.

8.1.1 Message: "No WLAN interface found".

This message in the program of the pressure plate NX indicates that no WLAN adapter for data recep-
tion of the measuring plate was found in the computer system.

Make sure that your WLAN hardware is connected (TP Link via USB cable) or, when using the in-
ternal WLAN adapter, that it has been activated in the system.

After this has been done, activate the Option 'WLAN / Search for transmitter' via the 'Options' button.
All available WLAN adapters with the currently active medilogic transmitters will be listed, please se-
lect the appropriate combination from the list.

8.1.2 Message: "Your computer does not have a WLAN adapter that is configured for the
medilogic Sender Network 'A..."".

This message appears when starting the medilogic software, if the existing WLAN adapter does not
have the correct configurations for the data connection to the measuring plate.

You have the following options to decide whether your WLAN adapter should be reconfigured:

Yes - The IP address and supnet mask of your hardware will be reconfigured for medilogic, please
make sure in advance that you do not want to use the WLAN adapter for other connections in the net-
work.

No - A new search for a suitable WLAN adapter will be started, you should connect the TP-Link or
activate the internal WLAN adapter to be used first.

Cancel- You now start the software without WLAN adapter. It is not possible to perform any ana-
lyses, but the existing analyses can be evaluated.
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8.2 Interference radiation and safety distances - Manufacturer's declaration on EMC

The following tables must be observed with regard to EMC (electromagnetic compatibility) for safety
reasons. They are part of the certification according to the standard EN 60601-1-2 and are taken from
this standard accordingly.

Portable and mobile RF communication devices (radios) should be used at no closer distance from any
part of the medilogic Platte NX system including the connecting cables than the recommended safety
distance given in the tables below.

In the following tables the term ME device is used for 'Medical Electrical Equipment' and specifically
describes the medilogic NX system described in this manual

8.2.1 Cable lengths of accessories of all medilogic products

Connection cable Cable length
USB - connection to the computer system 145 cm
WLAN adapter TP Link

Connection cable power supply plate NX 180 cm

8.2.2 Electromagnetic emissions: Manufacturer's Declaration and Guidelines
(Table 1 according to EN60601-1-2)

Guidelines and manufacturer's declaration - electromagnetic emissions

The ME unit is intended for operation in an electromagnetic environment as specified below. The user of the
ME unit should ensure that it is operated in such an environment.

Interference emission meas- Compliance Electromagnetic environment - Guidelines
urements

HF-emissions according to Group 1 The ME unit uses RF energy exclusively for its in-
CISPR 11Group 1 ternal function. Therefore, its RF emission is very

low and is unlikely to interfere with neighboring
electronic equipment.

HF-emissions according to Class B The ME unit is suitable for use in facilities other
CISPR 11 than residential and those directly connected to
the public power supply network, which also sup-
plies buildings used for residential purposes

Emission of harmonics according to | Not applicable
IEC 61000-3-2

Emission of voltage fluctuations/ | Not applicable
flicker according to IEC 61000-3-2
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8.2.3 Electromagnetic immunity: Manufacturers' declaration and guidelines
(Table 2 according to EN 60601-1-2)

Guidelines and manufacturer's declaration - electromagnetic immunity

The ME unit is intended for operation in an electromagnetic environment as specified below. The user of the
ME unit should ensure that it is operated in such an environment.

Immunity tests

IEC 60601 test level

Compliance level

Electromagnetic envir-
onment - Guidelines

Static electricity discharge
(ESD) according to IEC
6100-4-2

+ 8 kV Contact discharge
+ 15 kV Air discharge

+ 8 kV Contact dis-
charge
+ 15 kV Air discharge

Floors should be made of
wood or concrete or be
covered with ceramic
tiles. If the floor is
covered with synthetic
material, the relative hu-
midity must be at least
30%.

Fast transient electrical + 2 kV for power lines applicable The quality of the supply
disturbances / bursts ac- | (100kHz repetition fre- voltage should be that of a
cording to IEC 61000-4-4 | quency) typical business or hos-
pital environment. Integ-
rated battery serves as a
buffer for voltage fluctu-
ations
Surges acc. [IEC 6100-4-5 |+ 1 kV symmetrical applicable The quality of the supply
+ 2 kV unbalanced voltage should be that of a
typical business or hos-
pital environment. Integ-
rated battery serves as a
buffer for voltage fluctu-
ations
Voltage dips, short inter- | UT =230V applicable The quality of the supply
ruptions and fluctuations |(100% UT incursion) voltage should be that of a
of the supply voltage ac- | for 10ms typical business or hos-
cording to IEC 61004-11 | UT =230V pital environment. Integ-
(100% UT incursion) rated battery serves as a
for 20ms buffer for voltage fluctu-
70% 230V ations
(30% UT incursion)
for 500ms periods
UT =230V
(100% UT incursion)
for 5s
Magnetic field at the sup- |3 A/m Not applicable Magnetic fields at the

ply frequency (50/60Hz)
according to IEC 601114-
8

mains frequency should
correspond to the typical
values found in the busi-
ness and hospital environ-
ment.

Note: UT is the mains AC voltage before applying the test levels
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8.2.4 Electromagnetic Immunity: Manufacturer's Declaration and Guidelines for ME equip-
ment that is not life-sustaining

(Table 4 according to EN 60601-1-2)

Guidelines and manufacturer's declaration - electromagnetic immunity

The ME unit is intended for operation in an electromagnetic environment as specified below. The user of the
ME unit should ensure that it is operated in such an environment.

Immunity tests IEC 60601 test Compli- |Electromagnetic environment -
level ance level |Guidelines

Portable and mobile radios should not be
used at a distance from the ME equip-
ment, including cables, less than the re-
commended separation distance calcu-
lated according to the equation applicable
to the transmission frequency.
Recommended safety distance in meters:

Conducted HF disturbance | sveefrective value 3V
variables according to IEC | 5oz to sommz
610004-6

3V/m 3V/m for SOMHz to SO00MHz
Irradiated HF disturbance | somuz to 2.5GHz

variables according to IEC for 800MHz to 2.5GHz
61000-4-3
where P is the transmitter rated power in
watts (W) according to the transmitter
manufacturer's specifications and d is the
recommended safety distance in metres
(m).

The field strength of stationary radio
transmitters should be less than the com-
pliance level at all frequencies according
to an on-site study”.

Interference may occur in the vicinity of
equipment bearing th~ £Hllowing symbol
(=)

i

Note 1: At 80 MHz and 800 MHz the higher frequency range applies.
Note 2: These guidelines may not be applicable in all cases. The propagation of electromagnetic quantities is
influenced by absorption and reflection from buildings, objects and people.

* The field strength of stationary transmitters, such as base stations of radio telephones and land mobile radios,
amateur radio stations, AM and FM radio and television transmitters, cannot be predicted theoretically with
any accuracy. In order to determine the electromagnetic environment with respect to the stationary transmit-
ters, a study of the electromagnetic phenomena of the site should be considered. If the measured field strength
at the location where the ME unit is used exceeds the above compliance levels, the ME unit should be ob-
served to verify its intended function. If unusual performance characteristics are observed, additional measures
may be necessary, such as changing the orientation or location of the ME unit.

®Over the frequency range from 150kHz to 80MHz, the field strength should be less than 3V/m.
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8.2.5 Recommended safety distances between portable and mobile RF telecommunication
equipment and the ME equipment

(Table 6 according to EN 60601-1-2)

Recommended safety distances between portable and mobile RF telecommunications equipment
and the ME equipment

The ME equipment is intended for use in an electromagnetic environment in which the RF disturb-
ance variables are controlled. The user of the ME unit can thus help to avoid electromagnetic interfer-
ence by maintaining the minimum distance between portable and mobile RF telecommunication
devices (transmitters) and the ME unit - depending on the output power of the communication device,
as specified below.

Nominal power Safety distance, depending on the transmission frequency
P of the transmit- m
ter
W
150kHz bis 80MHz 80 Mhz bis 800MHz 800MHz bis 2,5GHz
d=(3,5/3)xJP d=(3,5/3)%JP d=(7/3)x/P

0,01 0,12 0,12 0,23

0,1 0,37 0,37 0,74

1 1,17 1,17 2,33

10 3,69 3,69 7,38

100 11,67 11,67 23,33

For transmitters whose maximum rated power is not given in the table above, the recommended separation dis-
tance d in meters (m) can be determined using the equation associated with the respective column, where P is
the maximum rated power of the transmitter in watts (W) according to the transmitter manufacturer.

Note 1: At 80 MHz and 800 MHz the higher frequency range applies.
Note 2: These guidelines may not be applicable in all cases. The propagation of electromagnetic quantities is
affected by absorption and reflection from buildings, objects and people.
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8.3 EU Certificate of Guarantee

Dear customer,

we would like to thank you for choosing a medilogic system. We are sure that you will be satisfied with your
choice, as this product has been designed to meet your needs and ensure trouble-free use.

In addition to the manufacturer's two-year statutory warranty period for defects due to faulty materials or work-
manship, we hereby certify the additional EU manufacturer's warranty specified below.

Warranty conditions:

1. this warranty is only valid upon presentation of the original invoice. It is important that the information
contained is complete and legible.

2. the warranty is not valid if the serial number on the product has been changed or removed in any way or is
illegible.

3. the system must be sent to the manufacturer's address with sufficient insurance at your expense. To avoid
transport damages, it is necessary to pack the device well. For this purpose, use the system case in which the
system was delivered. The costs for the return transport of the repaired or replaced product are borne by the
manufacturer.

Legal warranty obligation of the manufacturer:

° The warranty period begins on the date of delivery of the system to the customer and ends two years after
this date.

o The manufacturer is liable for defects or faults due to faulty materials or faulty workmanship.

> Consumables such as batteries, pressure measuring soles are excluded from the legal warranty obligation,
unless they were already demonstrably defective at the time of delivery.
Additional EU manufacturer's warranty:

- The additional EU manufacturer's warranty begins on the date of delivery of the system to the customer and
ends one year after this date.

- In addition to the statutory warranty, the manufacturer guarantees the perfect functioning of the complete
system including the pressure sensors subject to wear and tear.

- The prerequisite for this guarantee is the proper use of the system as described in the instructions for use,
observing all cautions and safety instructions.

- The manufacturer checks the complete functioning and in particular the calibration of the sensor system at
the end of the additional manufacturer's warranty by means of free service maintenance. For this purpose, the
system is sent to the manufacturer at the customer's request and returned after the manufacturer has checked it.
At the same time, the current medilogic software version is provided to the customer as an update free of
charge.

- The following points are expressly excluded from this guarantee:

a) Batteries in the transmission devices

b) Damage caused by misuse or incorrect use of the product. The system should be used according to the in-
structions in the user manual.

¢) Malfunctions of the software caused by any manipulation of the computer after proper installation by the
manufacturer.

d) Damage caused by repairs carried out by unauthorized service personnel or by the customer himself.

e) Damage in transit due to inadequate or incorrect packaging.

f) Damage caused by accident and damage caused by lightning, water, fire, or vandalism.

Manufacturer: T&T medilogic Medizintechnik GmbH
Mittelstr. 9, D-12529 Schonefeld, Germany
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