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1 Introduction

1.1 Information on the operating instructions

The operating instructions contain all the necessary information to enable safe and efficient

operation of the GT II.

The instructions are aimed at medical and therapeutic professionals. Practical knowledge of medical
procedures and applications as well as knowledge of the specialist terminology required to carry out

this therapy are expected and assumed by the specialist staff.

The physicians and therapists responsible for the GT II and who have been properly trained are
obliged to ensure that technicians, patients and other persons in the vicinity of the device fully

comply with the safety precautions specified in the operating instructions.

These instructions describe the operation and maintenance of the GT II. Compliance with the
specified safety information and instructions is a prerequisite for safe and proper work with the

system.

The operating instructions are an integral part of the system and must be kept in the immediate

vicinity and accessible to personnel at all times.

All illustrations, photos, diagrams, screenshots and drawings are symbolic and may differ from the

actual appearance .

In addition to the instructions in this manual, the local accident prevention regulations and the

national health and safety regulations apply.

For the sake of simplicity, the term Reha-Stim Medtec is used below. However, this refers to Reha-

Stim Medtec GmbH & Co KG, Brunsbitteler Damm 456, 13591 Berlin.
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° Bullets in tabular overview

All control commands that can be operated as
switches or buttons on the device or in the
<start> software are marked with a frame in the text.

1.2 Explanation of symbols

Symbols and signal words are used in the operating instructions to draw attention to dangers that
could cause accidents, personal injury or damage to property n. The instructions must be followed to

ensure safe handling of the GT II .

This combination of symbol and signal word indicates an imminently hazardous
situation which, if not avoided, will result in death or serious injury.

A Warning

This combination of symbol and signal word indicates a potentially dangerous
situation that can lead to death or serious injury if not avoided.

A Caution

This combination of symbol and signal word indicates a potentially hazardous
situation which, if not avoided, could result in moderate or minor injury.

Warns of a potentially dangerous situation that could lead to material and
environmental damage and/or provides additional important information that
must be observed.
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1.3 Abbreviations

The following abbreviations are used in these operating instructions:

GWS Weight relief system
SVS Center of gravity shift system
FM Foot mechanism

Table 1Abbreviations

1.4 Warranty and liability

The warranty and liability of Reha-Stim Medtec are governed by the purchase contract.

R

The warranty and liability shall expire prematurely if the customer or a third party:

e does not use and operate the GT Il in accordance with these operating instructions,

e the accident prevention regulations of the country of use are not observed,

e makes improper modifications and repairs to the GT II,

e modifications, repairs and maintenance are not carried out by the manufacturer himself or
by persons authorized by the manufacturer,

e the installation and commissioning of the system is not carried out by the manufacturer
himself or by persons authorized by the manufacturer to do so,

e in the event of a defect occurring, does not immediately take all appropriate measures to
minimize the damage and give Reha-Stim Medtec the opportunity to remedy the defect,

e non-original spare parts or spare parts approved by Reha-Stim Medtec are used,
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e does not comply with the maintenance instructions and the care and maintenance

intervals of the GT II

A Warning

Loss of liability and warranty due to unauthorized conversions!

Any unauthorized technical modification of the GT II can lead to considerable safety deficiencies
and entails a loss of liability and warranty.

¢ Any unauthorized technical modification is therefore prohibited.

The connection of devices that are not recommended in this user manual is generally not
permitted and must always be agreed with Reha-Stim Medtec

Excluded from the warranty and liability are damages that cannot be proven to have been caused by
poor material, faulty construction or poor workmanship, as well as damages that have occurred for

other reasons for which Reha-Stim Medtec is not responsible.

Liability for consequential damage is excluded, provided that this does not conflict with mandatory
product liability regulations. This also applies to cases in which the manufacturer is aware of the

possibility of consequential damage.

Reha-Stim Medtec reserves the right to make technical changes to the product in the context of

improving its performance characteristics and further development .
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1.5 Annual maintenance

The details of the maintenance checks are entered on the "Annual maintenance check” sheet (see
following pages). These checks may only be carried out by Reha-Stim Medtec or technicians

authorized by Reha-Stim Medtec.

A maintenance check must be carried out by Reha-Stim Medtec or authorized technicians at least
once a year. Operation of the GT Il is not permitted if the last annual maintenance was more than one

year ago. Repeated checks must be carried out in accordance with EN 60601-1:2007.

Risk of material damage or injury if annual maintenance is not carried out!

GT II may only be used if all required annual maintenance of the system has been carried out by
Reha-Stim Medtec or authorized employees.

1.6 Copyright protection

The operating instructions must be treated confidentially. All contents of these operating
instructions, including texts, drawings, images and other illustrations, are copyrighted information

and the property of Reha-Stim Medtec.
The user manual is only intended for persons working with the GT II.

Distribution for other purposes or reproduction in any form or by any means, including excerpts, as
well as the utilization or communication of the content is not permitted without the prior written

consent of Reha-Stim Medtec.
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2 The GTII

2.1 Introduction

The GT Il is a therapy assistance system to be used for gait rehabilitation for patients with motor
dysfunctions of the lower extremities. The gait rehabilitation system consists of electronically driven
movement mechanisms (2 foot rails), a supporting frame with GWS and a PC-controlled operating

and control unit.

Ilustration 1The GT II

The GT Il moves the patient's legs according to a defined trajectory that is specified by a mechanism.
The walking speed at which the movement is executed is specified via the setting on the control unit.
The foot mechanism transmits the gait in the plane to the legs. A pulley system performs the lateral
movement when walking. Optional electrical stimulation can be connected via a socket on the device.
The patient is hooked into the weight relief system with the weight relief belt before the start of
treatment. This supports the patient during therapy by relieving the body weight.
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Once the feet have been attached to the foot rails and the movement program has been defined, an

automatic movement sequence is performed.

2.2 Research and development

GT II was developed and manufactured under the scientific direction of Prof. Dr. Hesse (Berlin,
Germany) and the research and development department of Reha-Stim Medtec. The GT II was
developed through targeted and efficient collaboration between medical professionals, therapists

and technicians.
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2.3 Device symbols

The following symbols are used on the GT II to ensure safety:

Risk of hand injuries due to
moving parts

Illustration 2: Danger point lateral rope guide

Risk of hand injuries
e.g. by clamping

Illustration 3: Danger point foot mechanism
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-

Do notreachin EN 60601-1:2006+A1:2013 Chap.:9.2.1
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2.4 Type plate

REHA STIM T [y uI

VRS Reha - Stim
‘ Medtec GmbH & Co.KG
- Brunsbiitteler Damm 456
Gangtrainer GT Il D.. 3591 Berlin !
xxx
[SN] xxxxx /N
230 V #+10% AC 4A 50/60 Hz L]
max. Belastung 200 kg R

&I 2019 Made in Germany
C € XXXXX

The type plate is located on the operating side.

[llustration 4: Position type plate

REHASTIM

MEDTEC

1:2006+A1:2013

Icon Definition of Icon Definition of
Operating instructions Ef .
lessen EN 60601- Do not dispose of
[

Date of manufacture

Power specification

P21

Protection class

& DIN EN 60601-1
TN
[ ]

Application part of type B
DIN EN 60601-1
IEC 60417-5840

Ce

Conformity with

MDD 93/42/EC

“ Manufacturer

SN

Serial number
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3 Safety

This chapter provides an overview of all important safety aspects for the safe and trouble-free

operation of the GT II .

3.1 Intended use

Operational safety can only be guaranteed if the device is used as intended in accordance with the

information in the operating instructions.

The GT Il is intended exclusively for use as part of medical therapy for gait rehabilitation for patients

with motor dysfunctions of the lower extremities.

A Warning

The system must not be operated by untrained personnel!

Ignorance and incorrect operation can lead to accidents and injuries.

e Requesta training course
e Read the user manual

The device may only be used if medically indicated and only in accordance with a doctor's
prescription.
The GT Il may only be used indoors under the supervision of qualified medical personnel.

Proper use also means following the instructions for cleaning and maintaining the GT II.

NOTE

Any further and/or different use of the GT II is prohibited and is considered improper use.

Intended use: "Basically, the GT II medical device is used for defined loading of the patient by

walking. This addresses large muscle groups, primarily using the lower extremity (LE) and the
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stabilizing trunk muscles. The muscles of the upper extremity (OE) are also used. Mechanical
rotations are translated into an almost physiological gait movement. At the same time, control of the
body's center of gravity is supported. The cardio-pulmonary system is activated to supply the large
muscle mass. Thanks to the freely adjustable electric motor, every patient, including children from a
height of 110 cm, can simulate a speed of movement appropriate to their state of health, so that
repetitive movements help to improve mobility and coordination. "

Due to the "fixed" position of the patient in the room, assistance can be provided.

3.2 Intended patient group and users

The device is intended for the gait rehabilitation of severely gait-impaired patients, e.g. after a stroke
(patients from phase B), paraplegia, craniocerebral trauma, degenerative diseases such as MS,
Parkinson's or joint injuries. Children with spastic paresis (CP) from a height of 110 cm can also be

treated.

Regardless of the patient's pathology, head and trunk control should be possible so that the patient
can be mobilized. The patient's cardiovascular system should allow him to stand in an upright

position without pain and without a drop in systolic blood pressure, dizziness or breathlessness.

Only patients who are sufficiently physically resilient and who have not suffered a recent heart attack,
femoral vein thrombosis or pulmonary embolism are suitable for training on the gait trainer. Any
bone or joint fractures should have healed and be stable for exercise and the patient should
understand the purpose of the measure. Manifest heart failure and acute arthritis of the large leg

joints are also exclusion criteria for use.

3.3 Personnel qualification

GT II is a complex technical system. To ensure the safety of patients, operating personnel and the
system itself, and to ensure successful treatment of patients, operating personnel must be trained on

the system and read the operating instructions.
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Reading these operating instructions alone does not provide sufficient competence to operate the GT
II. Future operating personnel must have basic medical training (e.g. physiotherapy) as a

prerequisite.

Reha-Stim Medtec is not liable for injuries or damage resulting from treatment with the device on
patients carried out by untrained operating personnel.

The training is divided into two classes:

Operating personnel

Operating personnel are able to participate in initial and repeated training with the GT II. Operating
personnel should not instruct other persons in the use of the GT II. The operating personnel must be

trained by an employee of Reha-Stim Medtec or by an instructor delegated by Reha-Stim Medtec.

Certified users
Certified users have acquired the additional competence to teach other users. They are only taught
by Reha-Stim Medtec employees or a teacher authorized by Reha-Stim Medtec.
A certified user has a user certificate signed by Reha-Stim  Medtec.
The certificate (or a copy of the certificate) and the current user manual must be kept in the vicinity
of the GT II. Reha-Stim Medtec keeps a copy of all user certificates.
The delivery of the GT Il includes training for future operating personnel.
The operating personnel must be instructed in the following points:

e Instruction in the operation and proper use of the GT II with practical exercises

e How the GT Il works and functions

e Settings for all control units

e Indications for the use of the GT II

e Contraindications and side effects

e Explanation of the warnings in all operating states

e Instruction in carrying out the functional tests

It is the responsibility of the operator to ensure that the training meets the requirements of all

regional laws and regulations.

Follow-up training by Reha-Stim Medtec or certified users is possible at any time on request.
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3.4 Indications

As with any other therapy, the attending physician is always responsible for determining the
indications. The same indications and contraindications apply for therapy on the GT II as for manually

guided physiotherapy treatment:

Inclusion criteria:

It is strictly necessary that the patient fulfills all inclusion criteria. Locomotion therapy on the GT II

gait trainer must not be carried out if all applicable criteria are not met.

e Head and trunk control: the patient should be able to sit on the edge of the bed without
assistance for at least one minute or already be mobilized in a wheelchair

e (Cardiovascular system: the patient should be able to stand securely in an upright position on
a standing table for 10 minutes without feeling pain and without a drop in systolic blood
pressure below 90mm/Hg, without dizziness, tachycardia, breathlessness or shortness of
breath.

e Stabilized lesions of the lower extremity or spine

o The patient must wear robust footwear

e Provide adequate thrombosis prophylaxis under medical supervision if necessary

e Patient size 110cm - 200cm

e Patient weight under 200 kg

Exclusion criteria:

It is strictly mandatory that the attending physician and therapist/user check all exclusion criteria.

Therapy on the GT II gait trainer is strictly prohibited if one or more exclusion criteria are met:

e C(Cardiac diseases such as labile compensated heart failure (NYHA III), angina pectoris,
myocardial infarction in the 120 days prior to treatment, cardiomyopathy, severe cardiac
arrhythmia, pacemaker

e Severe joint malalignment or impaired mobility of the hip or knee: over 20° movement deficit

e Severe joint malalignment or impaired mobility of the ankle: over 20° movement deficit

e Unstable or insufficiently healed bone fractures

e Arthritis of the leg joints with swelling, redness and overheating
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e Severe osteoporosis

e Severe neurological or orthopaedic diseases (e.g. polio) that affect mobility

e Open wounds

e Abrasions in the area of the belt supports

e Skin problems and swelling

e Deep vein thrombosis

e Patient weight over 200 kg

o Severe psychoses, neurotic disorders and cognitive dysfunctions that do not allow an
understanding of the therapy objectives

e Malignant tumor diseases of the musculoskeletal system that cause pain during exercise

e Pregnancy

e Lack of orthopaedic footwear in the case of severe asymmetries of the extremities

Therapy discontinuation criteria gait trainer GT II:

Therapy on the GT II gait trainer must be discontinued by the therapist if one of the following cases

occurs:

e The patient complains of pain or fatigue

e The patient's heart rhythm increases considerably (ergometry recommended during
training!)

e The patient's blood pressure rises considerably (ergometry recommended during training!)

e The patient's blood pressure drops considerably (ergometry recommended during training!)

Mandatory usage criteria for the GT II gait trainer:

The therapist must ensure the following criteria for therapy on the GTII gait trainer:

e The therapy must be prescribed by a doctor

e A therapist must be present during therapy

e The patient must be able to speak during training

e 2-3 minutes after the therapy, the patient should be able to give feedback on the therapy

e The therapist takes care to avoid stepping on equipment areas that are not to be stepped on
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e The operating room of the GT II gait trainer must comply with the IEC 60364-7-710:2002-11

standard

Contraindications:

Therapy must be carried out as prescribed by the responsible doctor. The doctor must assess the

following contraindications to therapy on the GT II gait trainer:

e Orthostatic circulatory problems

e Unstable fractures: Do not perform training on patients with unstable or insufficiently
consolidated fractures.

e Severe osteoporosis: There is a risk of fractures.

e Skin problems: Before, during and after each therapy, a visual check should be made for
existing wounds or pressure points caused by the sling and those that may have been caused
by the therapy. The sling should never be applied to uncovered skin (risk of infection and
wounds). When applying the sling, uncomfortable pressure points on the groin, shoulders or
pelvis can be padded with foam.

e Joint problems: Loading the joints during gait training can cause pain and irritation in
conditions of reduced resilience.

e Severe asymmetries: If the patient has large differences in leg length, training in GT II cannot
be carried out unless the patient is wearing orthopaedically compensating footwear.

e (Cooperation: Whether training in GT II can be carried out with patients with reduced
cooperation, psychotic illnesses or neurotic disorders must be carefully considered in each
case.

e Body weight more than 200 kg: Training with patients with a higher body weight is not
permitted for safety reasons.

e Adaptation: If GT II cannot be optimally adapted to a patient, the training must not be carried

out.
Pregnancy: Pregnant women must not be treated with GT II for safety reasons.

Please note that your patients may have additional contraindications that are not listed here. If you

have any queries or feedback, please contact Reha-Stim Medtec.
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3.5 Expected clinical benefit

The device follows the task-specific repetitive approach of motor rehabilitation, i.e. the motor skill
that the patient wants to learn must be practiced repeatedly. There is a correlation between the
intensity and the benefit. In terms of gait rehabilitation, this means that "if you want to learn to walk,
you have to walk". On the gait trainer, the wheelchair-bound patient can practise up to 1000 steps in
a 30-minute session, whereas in conventional therapy, more than 80 steps are rarely achieved. A
limiting factor in conventional therapy is the effort required by the therapist, for example to place
the feet or ensure balance. There is also an increased risk of falling during conventional mobilization
on a flat surface. In severely affected patients, this can mean that only preparatory exercises for
walking are carried out and early mobilization therefore does not take place. On the other hand, the
device relieves the therapists of this manual work so that the patient can exercise and mobilize with
much greater intensity. It is therefore not surprising that several controlled studies on subacute
stroke patients showed that the use of the device led to a greater and faster recovery of walking
ability compared to conventional therapy. The studies came from Germany, Finland, Portugal and
Hong Kong, all met the requirements of so-called evidence-based medicine (random division into two
groups, experimental and control group, standardized therapy, single-blind evaluation, and follow-
up), and meta-analyses based on these studies confirmed the superior effect of the device compared
to conventional treatment. The largest study of its kind was the German Gait Trainer Study (DEGAS),
in which 155 wheelchair-bound patients after stroke took part. In the experimental group (n=78),
44 patients were able to walk independently at least on level ground by the end of the 4-week
intervention; in the control group (n=77), the figure was only 25 patients. In summary, the approach
of the device is in line with modern principles of motor rehabilitation, it was able to prevail against
conventional gait rehabilitation in several controlled studies, and is considered one of the best
evaluated procedures in neurological rehabilitation after stroke (see also Clinical evaluation). It
should also be noted that severely affected stroke patients are usually older, multimorbid patients
who are confined to bed or a wheelchair due to their condition. Mobilizing these patients is strenuous
and exhausting for the therapists. In addition to the scientifically proven greater chance of regaining
the ability to walk, the additional therapy on the gait trainer, when used correctly, also provides
cardiovascular training and helps to build up muscles and prevent thrombosis and osteoporosis.

These positive effects, not least on the patient's psyche, should also not be underestimated.
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3.6 General sources of danger

Despite a comprehensive risk analysis in accordance with EN ISO 14971, a residual risk remains . A

detailed risk analysis of Reha-Stim Medtec can be viewed on request.

A Caution

Risk of injury from pinching and crushing!
There is a risk of pinching and crushing when standing in areas with mechanically moving parts.

e While the mechanical parts are in motion, pay attention to the safety symbols on the GT II.
e Do notstay in the area of mechanically moving parts while the machine is in operation.

A Caution

Risk of injury from cutting!
Touching sharp and pointed edges can cause cuts.

e  Watch out for sharp and pointed edges on the GT II

Risk of injury from electric current

The electrical energy can cause serious injuries. There is a danger to life if the insulation or
individual components are damaged

e Work on the appliance may only be carried out by trained specialist personnel
e Disconnect the power supply before carrying out any work on the GT II
e Check the mains connection cables for damage before each use.
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3.7 Covers, accessible surfaces

The GT II gait trainer is a complex device. To maximize the success of the therapy, users must enter

the movement area of the device to touch the patient directly.

Installed covers ensure that the user does not inadvertently enter the mechanical movement area of

the appliance.

A Caution

Risk of injury due to removed covers!

Covers and safety measures may only be removed by trained technical personnel, and only for

maintenance purposes

The following picture shows the installed covers:

Side covers prevent people
from stepping on the
Movement space
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A Caution

Risk of injury from pinching and crushing!
Dwelling in zones with moving parts carries the risk of jamming or crushing.

e Observe the safety signals on the GT II gait trainer
¢ Do not enter zones with moving parts during therapy

Accessible zones of the device are designated as follows:

Blue zones can be entered during
therapv

Red zones must not be entered during
therapy

A Caution

Risk of injury from pinching and crushing!

Enter even designated blue zones only with extreme caution
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3.8 Indeterminate and prohibited use

The GT II gait trainer is a complex technical device. To ensure the safety of patients and operating

personnel, undefined and prohibited situations of use must be avoided at all costs.

Experience with comparable devices shows the most likely scenarios as follows. All of the following
scenarios are strictly prohibited. Any injury caused by non-compliance with this manual and non-
compliance with the prohibited scenarios will result in direct responsibility of the operating

personnel:

e Training without a doctor's prescription:
Patients are monitored by doctors. Training without a doctor's prescription is strictly
prohibited.

e Training without supervision:
The operating personnel must be present during therapy at all times.

e Training of patients with contraindications
Contraindications are taken into account in this manual and in the risk analysis and determine
which patients may be treated. If the operating personnel have any doubts about the
appropriateness of the therapy, the attending physician must be consulted.

e Training the patient without a patient harness:
The patient harness is part of the safety concept of the device. No therapy may be carried out
without the patient harness.

e Training the patient without fall protection:
Fall protection is part of the safety concept of the device. No therapy may be carried out
without fall protection.

e Training the patient without suitable footwear:
The patient must always wear suitable robust footwear for therapy, which also insulates them
electrically from the device.

e Training with a defective device:

If the device is defective, no therapy may be carried out.
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Risk of injury due to unspecified or prohibited use!

To avoid risks to the patient and operating personnel, only carry out therapies in accordance with

the manual. Absolutely avoid using the device in an unspecified or prohibited manner.

3.9 Residual risks and possible side effects

Despite the greatest care on the part of the therapist, the following side effects can occur in the patient

as a result of the higher training intensity:

e Pain or fatigue
e Higher heart rhythm of the patient
e The patient's blood pressure rises or falls significantly

e Risk of pulmonary embolism with pre-existing thrombosis

In all these cases, discontinuation of therapy is recommended. However, they do not represent any

health risks that cannot be brought under control immediately by the therapist.

In exceptional cases, the stress may also cause the patient to lose concentration. In these cases, it is

up to the therapist to react appropriately and end the therapy.

Other potential residual risks such as injuries, crushing due to moving parts, falling or rope breakage

caused by the device can be considered minimal if used correctly.

The risk/benefit assessment is based on many years of experience with the device and the knowledge
and comparison of products that are used for the same purpose, as well as on the clinical evaluation
of the device based on the latest studies. The resulting overview of the most important risks and
benefits shows that the benefits of treatment with the Gait Trainer GT Il device clearly outweigh the
risks when used properly and in accordance with the operating instructions. The risks are all in the

low range and are therefore classified as acceptable.
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3.10 Reporting of incidents

In the event of an incident involving patients, the manufacturer Reha-Stim Medtec must be informed
immediately. In addition, the responsible local authority in the country must be informed in the event

of a serious incident. A current list of the responsible authorities is available on the Internet at

http://ec.europa.eu/consumers/sectors/medical-

devices/links/vigilance contact points _en.htm

to find.

4 Technical data

The following section provides a general overview of the technical data of the GT II.

4.1 Technical data in detail

Product service life:
Designation of the model:
Year of manufacture:

Applicable standards:

Classification

Type of application:

Protection against electric shock
Electromagnetic compatibility:
Country of origin:

Power supply:

Rated current:

Operating mode:

Permitted protection of the
Grid feed:

Temperature:
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Humidity: 30% ... 75 % rH
Protection class: P21
Dimensions of the GT II: Length x width x height: 220 x 94 x 280 cm

4.2 Operating conditions

Temperature: 10°C-30°C

Humidity: 30% .. 75 % rH

m NOTE

The positioning of the device is restricted to clean and dry rooms.

m NOTE

The GT Il may only be used in closed rooms under the supervision of qualified medical personnel.
The requirements of EN 60601-1-2 must be met.

NOTE
The room in which GT II is installed must comply with IEC 60364-7-710.

GT Il must be connected to its own fuse during regular operation. In addition, an uninterruptible
power supply (UPS) should be connected in order to be able to shut down the device in a
controlled manner in the event of a power failure. The power connection must comply with IEC
60364-7-710:2002-11.

4 Danger

Explosion hazard when used in potentially explosive atmospheres!

The GT II can cause explosions due to electrical power components.

e Under no circumstances may the GT Il be used in potentially explosive atmospheres
(zones M and G), in accordance with [EC 60601-1:1990

e The use of flammable and explosive anesthetic inhalants or combinations thereof is not
permitted in the vicinity of the GT II. (Cyclopropane, anesthetized diethyl ether)
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Risk of injury due to electromagnetic interference

Portable and mobile RF devices can affect the performance of the Gait Trainer GT II.
e Never operate the GTII gait trainer when portable or mobile RF devices are in operation in
the vicinity.

The system may not work correctly in the event of electromagnetic interference!

The GT Il gait trainer requires precautions to achieve electromagnetic compatibility and must be
installed in accordance with the EMC information in this manual and the technical manual

e Do not stack any other equipment on top of the GT II gait trainer
e Do notusethe GT II gait trainer if other devices are less than 2.5m away
e Do not use other devices if the GT II gait trainer is less than 2.5 m away

Malfunction of other devices due to unsuitable installation!

The GT II gait trainer must not be installed in domestic environments as it may interfere with
other devices and cause malfunctions.
e Do notinstall the GT II gait trainer in domestic environments
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Risk of injury due to unauthorized modifications
Modifications to the GT II gait trainer are not permitted:

e Modifications to the GT II gait trainer may only be carried out by authorized Reha-Stim
Medtec technicians

e Do notuse the GT Il gait trainer if unauthorized modifications have been installed.

Installation environment and use

The device is intended for use in an environment similar to a hospital environment, i.e. in dust-
free, well-ventilated rooms between 5° Celsius and 30° Celsius with moderate temperature
fluctuations. The relative humidity should not exceed 50 % and should be at least 30 % for plastic

floors. With regard to electromagnetic compatibility

(EMC), the device complies with the applicable standard (EN 60601-1-2:2015 Exceptions: except
in the vicinity of active RF surgical equipment or except in RF shielded rooms used for magnetic

resonance imaging where high intensity EM disturbances occur).

/N

Portable antennas and RF equipment

Portable RF communication devices or antennas can affect electrically powered medical devices
and cause unwanted interference. No antennas or RF communication devices, including cables

specified by the manufacturer, may be used at a distance of at least 30 cm from the medical device.
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Class A equipment

The emission characteristics of this device allow it to be used in industrial environments and
hospitals (CISPR 11, Class A). When used in a residential environment (for which CISPR 11
typically requires Class B), this device may not provide adequate protection of radio services. The

user may need to take remedial action such as relocation or reorientation of the device.

Use of accessories and cables!

The use of components and spare parts, transducers and cables other than those specified or
provided by the manufacturer of this device may result in increased electromagnetic emissions

or decreased electromagnetic immunity of the device and result in improper operation.

Precautionary measures to prevent detrimental processes!

The following precautions must be taken to prevent electromagnetic interference that is

detrimental to the patient and operator:

e Only original and tested spare parts may be installed

e Maintenance and repair work may only be carried out by authorized and trained
personnel

e Independent electrical work or adjustments are strictly prohibited

e The device may only be operated with all covers and shielding in place

e Ifthe cables or insulation are visibly damaged, operation must be stopped immediately
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5 Components

5.1 Overview

Tllustration 5GT II structure

A PCterminal

B Foot mechanism

C weight relief system and center of gravity shift system

The patient harness is part of the device and is included in the scope of delivery
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Technical data:

Application: Type B

Patient weight max: 200 kg

Adjustable speed: 0to 2.0 km/h (0.56 m/s)
Adjustable cadence: 0 to 98 steps/min
Adjustable crotch length: 34 to 48 cm

The foot mechanism is driven by a three-phase AC motor with a processor-controlled frequency

converter.

5.2 Power supply

WARNING:

To avoid the risk of electric shock, this appliance may only be connected to a supply network with
a protective earth conductor.

NOTE

The system may only be connected to circuits with a 30mA RCD

.ﬁ NOTE

The system must not be connected to the circuit via extension cables.

The fuse protection of the mains supply must be in the range of 16 Ato 32 A.
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6 GT Il control software

The GT II has an operating computer with pre-installed control software. The GT II is operated via
the touchscreen connected to the control computer. The GT II offers a wide range of therapy options
that can be selected and changed independently by the operating staff. The software is intuitive and

guides the user independently through the application.

NOTE

Comprehensive software training of the operating personnel by an employee of Reha Stim Medtec
GmbH & Co. KG or by a certified GT Il user is mandatory.

NOTE

Before using the application software for the first time, the operating personnel must familiarize
themselves with the full range of functions of the software.

NOTE

GT II has a built-in control computer. It is not permitted to use a PC from the hospital's own
supplier's portfolio to standardize maintenance activities.

NOTE

The GT Il is supplied with pre-installed software.

The GT II and the software may only be started once the operating personnel have ensured that
the system has been fully installed and tested.

6.1 Starting the software

When the GT Il is switched on via the main switch, the control computer is also started. The operating
software is available approx. one minute after the start process and then allows the device to be
operated via touchscreen input.

After starting the operating computer, the main screen of the GT II control unit appears.
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“-, GT Il - Gangtrainer

PN10001 - Vorname Name - Parese links

Kontrollwerte

Einstellbare Werte

Fehler Schrittverstellung Links

Tllustration 6 Main screen

Settings for the GT II can be made on the operating page by clicking on the <Settings> button. If
patient data is to be entered or an existing patient is to be selected for treatment, this function can be
accessed by clicking on the <Patient> button. However, therapy can also be carried out without using
the patient database. The functions required for this can be found on the main page of the gait trainer.
In addition to the patient database, the functions for outputting the therapy documentation can be

accessed by clicking on the <Documentation> button.

6.1.1 Adjustable values

The operating page has a range of adjustable values in which the parameters for operating the GT II
can be entered. The round dot on the input field can be used to adjust the speed by moving it to the
left or right. The adjustment is made in steps of 0.1 km/h. Another option is to tap directly on the

field. This opens an input dialog in which a value can be entered and confirmed with <Enter>.

The <step length> can only be set if there is no patient in the gait trainer. A warning appears each

time before you reach the setting dialog. Please follow the warning!

A stride length between 34cm and 48cm can be entered in the dialog box and confirmed with

<Enter>.
For the direction, select <forward> in the shelf, <backward> is also possible.

During stimulation, you can choose between <On> and >0ff>.
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Speed

Einstellbare Werte

Achtung!
Step length Die Schrittlingenverstellung darf nur im
unbelasteten Zustand durchgefohrt wer-
den! Vergewissern Sie sich vor Anderung
der Schrittlinge, dass niemand im Gersit
steht oder sitzt!

Direction

Stimulation

6.1.2 Control values
The therapy duration and the number of steps can be tracked via the control displays.
The weight support value is also shown on the display.

Time

Kontrollwerte

Steps

Weight support

6.1.3 Operation

Approach entry position
Start therapy

Stop during positioning

Stop during operation

6.1.4 Settings

You can choose between four <languages> under <Settings>. The typeface is changed immediately

Sprache

depending on the selection. Pewsch  JH

stil

Gm B
The look can be changed under <style>.
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A calibration is performed under <Weight support>. If all objects with a weight are attached in front

Gewichtsunterstitzung

okg
This setting is saved and is then the zero value. ==

of the patient, click on the <Set zero> button.

To set up the <step length left>, click on <Plus>and <Minus> to set a <Min> position and a <Max>
position (Min = 34cm, Max = 48cm). Once the positions have been selected, click on <Set Min> and

<Set Max>. The selected position values are calibrated and saved.

These settings must be made separately for left and right.

Schrittlange Links Schrittlange Rechts

= o =N =0 =
Max 26400 Ma){,\\) 26400

mi — O >

acaer o wnnw e | The signals from the gear trainer can be monitored via a diagnostics window.
e e oo | This dialog remains open when other pages are opened so that the values can
samn e wocwe oo | be checked during operation

6.1.5 Patient

Before starting, the data for a new patient is entered or GT Il - Patient o
the patient to be treated is called up from the patient file. | ...
PN100001 - Reha Stim - .
To do this, press the <Patient> button on the main | ™ I
. Geburtsdatum 25..01.2018 Schrittiange [cm)
screen. The patient database opens. (o 2000 o e — -
mannlich | 9012018 | |25 \
Parese 17.01.2018 | Anzahlderschrite
links || 15.012008 | [255 \ -
Beginn Therapie 13.01.2018 Gewichtsunterstotzung (kg
01012018 || 1101208 |5 \
Ende Therapie 09.01.2018 | | Stimuiation
27.01.2018 | 07.01.2018 L |Auvs | .
05.01.2018 [3
Fehler Schrittverstellung Links
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Click on the <Move to starting position> button to move the gait trainer to the patient's specified

position. Please note that this process always takes place without the patient.

As long as the gear trainer is in position, the stop button is orange.

S'&OP

Once the setting has been reached, therapy can be started after

positioning the |

Therapie starten

To do this, press the <Start therapy> button.

The stop button is displayed in red at this _ moment.

The displays for time, steps and weight support start to change and are displayed.

The speed can be adjusted while running. To do this, press the <Speed> button, enter a new value in

an input mask and confirm with <Enter>. The speed can also be changed by = ceschwindigkeitfkmni
L5

moving the round dot to the right or left. ;7 8 g ar

The <Stimulation> button can be set to <Off> or >0n>. & 05

%, GT Il - Gangtrainer

If the therapy is to be stopped, press the <STOP> button and the

Geschwindigken

ollwerte

orange stop button appears on the display. The gait trainer f in : S i
moves to the exit position, which corresponds to the entry : e
position, and stops at this point. All patient data collected during s s

therapy is saved and can be viewed by clicking on <Patient>. As —
long as the patient does not change, therapy can be continued at _

this point. Values can be changed or adjusted if necessary.

The therapy can be continued with <Start therapy>. When <Stop> is pressed again, the patient's

data is updated and saved in the database.

6.1.6 Documentation

At the end of the therapy, the collected data is processed and displayed in the documentation. The
data can be printed in PDF format using the <Output> button
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PN1oooo1 - Reha Stim

GT i - Gangtrainer
Trerapiedokumentaticn

Personliche Daten :

Geschlecht
Name

Parese :

Beginn Therapie
Ende Therapie -

Therapiedaten :

175,00
150,00
125,00
100,00
75,00
5000

— 2500

0,00,
X

Fehler Schrittverstellung Links

Anzahl Therapiesitzungen :

s GT Il - Dokumentation

mannlich
Stim, Reha
links

27.012018
01.01.2018

Anzshi der Schritie

PN10ooo1 - Reha Stim - Parese links

Zuriick

Ausgabe

Design

6.2 Patient selection

If a patient is already registered in the patient database, their data is called up and treatment can

begin.

The patient data can be changed under the "Edit" button if necessary.

Click on the "New" button to add a new patient to the database.

6.2.1 New

By clicking on the <New> button, a new patient is created and saved by entering data on an input

screen.

The starting position of the gait trainer is determined by the paresis. Right

paresis means left entry position and left paresis means right entry

position. Click on the <Back> button to return to the main screen.
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6.2.2 Edit
The settings of a patient already recorded in the database can be changed - -

mmmmmm

via "Edit". Click "Save" to save the new data.

6.2.3 Delete

To delete a patient from the database, select the relevant patient and click .

<Delete>. The data will be irrevocably deleted Bestitigung

Loschen des Patienten mit allen
Therapiedaten?

6.2.4 Password protection and data security

The gait trainer GT II can be password-protected to secure access and data security of patient data.

This function can be activated by pressing the lock at the top right of the menu:

REHASTIM GTi —aX

P10-10P - Parese links

Check Values

Adjustable Data

The following dialog appears:
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Password

We recommend that you follow the general guidelines for passwords.

6.3 Switching off the GT II

The GT II gait trainer should always be shut down first before switching off the device using the main
switch:

d
REHASTIM GTHI

DIEG P10 - 10P - Parese links

Check Values

Adjustable Data

Failure step adjustment left

Procedure:

e Press the button in the top right-hand corner.

e Double-click on "Yes" to confirm the shutdown.

e This shuts down and logs off the PC in the correct order, ensuring that all parameters are
saved correctly.

® You can then switch off the appliance using the main switch.
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e Switch the device on using the main switch. It cannot just be switched off and on again via

the PC. You must always switch the device off and on again.

6.4 Disruptive behavior and essential performance

The GT II gait trainer has a movement monitor that ensures the correct movement of the device, even
in environments with electromagnetic interference. The device has an automatic stop function, which
activates the emergency stop function if the influence of electromagnetic interference fields becomes

too great and the target positions can no longer be reached accordingly.

/N

Essential performance

The device is automatically stopped if it is affected by electromagnetic interference fields and
leaves the target position corridor.

7 Weight relief system

The weight relief and center of gravity shift system allow the therapist to make the optimum settings

for the patient. He/she also has the option of bringing the patient into an upright position.

A ceiling hoist is responsible for weight relief. The system used for the gait trainer is a medically

certified device from the company Guldmann with the product designation GH3.

Before using the ceiling hoist, you must read the information on operation, handling, safety
instructions, technical data and the ceiling hoist manufacturer's manual in the appendix to these

operating instructions. The following are the most important excerpts:
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A Caution

Safety instructions Important - Warning!
The operating instructions must be read carefully before commissioning.

Only persons who have received professional instruction in the use of lifting equipment and the

attachment of lifting slings may operate the ceiling hoist.
Plan all steps of the lifting process. Do not leave the user unattended in the lifting sling.

The ceiling hoists are powerful and fast lifting devices. Before lifting a person, make sure that they are
not obstructed by their surroundings. The head, arms, hands and feet of the person to be lifted must
not be exposed to any risk of crushing. Pay attention to hoses and cables to which the user is
connected. When lifting, the user should not hold on to the sling, as there is a risk of crushing between
the sling hook and the hoist. Before raising or lowering the hoist, make sure that the hand control and

the cable for the hand control do not interfere with the sling bar, the patient or other objects.

Safety instructions:
Read the instructions carefully before using, cleaning and maintaining the GH3.

e The maximum load capacity must never be exceeded.

e may only be used to lift one person.

e The red cord for the emergency stop and emergency lowering must be adapted to the reach
of the helper and must never be removed.

e with corrosion protection, it can be used in wet and damp rooms, but must not come into
contact with water.

e Ifa malfunction occurs during use, discontinue use and contact the service team for repair.

e It is controlled by a PCB microprocessor that is damaged by electrostatic discharge on
contact.

e The electronics may only be serviced by maintenance technicians authorized by Guldmann.

o The suspension bracket must not be attached or replaced when the ceiling hoist is above the
patient.

e Do not make any modifications to this appliance without the manufacturer's permission.
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e It requires special precautions with regard to electromagnetic compatibility and must
therefore be installed and commissioned in accordance with the EMC information in point
11.

e Portable and mobile HF radio devices can impair the function.

e The use of spare parts, transducers and cables as replacement parts for internal components,
unless sold by Guldmann A/S, may increase the emission or decrease the immunity of the

GH3.
Check before use:

Please ensure that the following safety measures are observed before installing a new GH3 ceiling

hoist in an existing rail system:

e The calculated maximum load capacity of the rail system must be equal to or higher than the
maximum load capacity of the new ceiling hoist.

o Ifthere is no information on the maximum load capacity of the rail system, it must be
checked in accordance with the instructions in the installation manual (distance
between fittings in accordance with the maximum load capacity).

o If the fittings are not visible, the load test must be carried out with 1.5 x the max.
nominal load of the ceiling hoist for at least 20 min. The deflection must not exceed
1/200 of the length of the rail.

o If none of the above measures can be taken, please contact Guldmann or one of its
representatives.

e Ifthe same maximum load capacity cannot be calculated for the rail system as for the ceiling
hoist, additional fittings must be fitted in accordance with the installation instructions

(distance between the fittings in accordance with the maximum load capacity)
Functional description:
Information panel on the underside of the GH3

Lampenanzeige

@ Notausschaltung

. oA m vy
: ; W/
10 0 y 7wy

RESET  Notausschaltung zuriicksetzen

Notabsenkungsfunktion

' Bewegungsrichtung (waagerechter Fahrmotor) durch grauen Pfeil angegeben
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Display of lamps and audio signals:

Status Indicator lamps Audio signals Possible GH3 functions

g
.3 &m 3
'8 8 8§
-1 @D - c
tos g o B
e o = o
2 &8 2
=)
Off-Standby From
Ready for Green
. X | X | X X X
operation
No charge Yellow, after 15 | 3 signal tones after 60 seconds
X | X | X X X
seconds
Low battery Yellow X | x | X X X
Fault on the Yellow Beep when button is pressed X X
ceiling hoist
Battery very Yellow Beep when button is pressed < | x <
weak
Overload Yellow Beep when button is pressed X X
Service date Yellow Beep when button is pressed
exceeded by < | x| x < <
more than 60
days
Operation:

The GH3 switches on automatically when a button on the hand control is pressed.

The GH3 switches off automatically after about eight minutes if it has not been used during this time.

0 Ta

©0

Lifting

Sinks

Movement in the direction of the arrow on the GH3 information board
Movement in the opposite direction to the arrow on the GH3 information board

W
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Operation of the safety functions

The emergency stop and emergency lowering may only be activated if the lifting module
malfunctions. The fault must be found and may only be rectified by a suitable and qualified technician
before being put back into operation. The emergency stop may only be reset by a suitable and

qualified technician.

Under no circumstances should the user attempt to reset and resume use if the emergency stop has
been triggered due to a defect or fault. The problem with the lifting module should be referred to a

suitable and qualified technician for service and rectification.

Emergency shutdown:
The red cord has the following functions:

Pull once: the emergency stop is activated.

Continuous pulling: electrical emergency lowering is activated

I

[mess- -
lomeme .

Emergency stop:

[f the GH3 does not stop during operation or does not respond to the hand control, pull the red cord
to deactivate all lifting, lowering and horizontal movement functions (with the exception of
emergency lowering). As soon as the emergency stop is activated, the ceiling hoist will no longer
function. The green light goes out.

Reset the emergency stop:
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Perform a reset by pressing the yellow button at the bottom of the ceiling hoist. The yellow button
that appears when the emergency stop is triggered must be pressed manually before the GH3 can be
put back into operation.

Electrical emergency lowering function:

If the GH3 fails, the electrical emergency lowering function can be used to lower the user safely. The
emergency lowering function is activated by continuously pulling the red cord used for the
emergency stop.

By releasing the red cord, the emergency lowering function is replaced by the emergency stop
function.

Mechanical emergency lowering function:

[f the electrical emergency lowering function of the GH3 fails, emergency lowering can also be carried

out mechanically.

1. Remove the side covers. Unlock the side covers at the top end of the ceiling hoist by applying light
pressure to the fixing points on both sides. The covers can be tilted and removed.

2. Then unlock the ceiling hoist motor by turning the handle labeled "EMERGENCY DOWN". This
handle is located directly behind the side cover and must be turned clockwise.
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Technical data Guldmann GH3:
Functions
Load capacity, SWL (safe working load) 200 kg, 250 kg, 275 kg, 300 kg, 350 kg, 375 kg,
400 kg
Operation Manual operation / IR
Noise level 52 db (A)
Horizontal speed 18m/min
GH3 GH3+
Lifting speed
85 kg load capacity 40 mm/sec 60 mm/sec
150 kg load capacity 40 mm/sec 60 mm/sec
Maximum load capacity, SWL 40 mm/sec 55 mm/sec
(safe working load)
Maximum load capacity 5 kg 40/100 mm/sec 60/100 mm/sec
Weight and materials
SWL 200 kg, 250 kg, 275 kg
Dead weight 9.6 kg
with horizontal drive motor 10.5 kg
with weighing module and horizontal drive 11.1 kg
motor
SWL 300 kg, 350 kg, 375 kg, 400 kg
Dead weight 14.2 kg
with horizontal drive motor 15.9 kg
with weighing module and horizontal drive 17.3 kg
motor
Covers UL 94 V-0 impact-resistant, flame-retardant and

recyclable plastic
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7.1 Technical data

Weight relief system

Type of application:

Protection against electric shock
Maximum patient weight:
Maximum patient size:
Maximum weight relief:

Weight gradation:

Sling bar:

GTII

MEDTEC

Type B

Class II protective device
200 kg

2000 mm

200 kg

infinitely variable

Figure 8: Weight relief system

Ilustration 7: Sling bar

A Guldmann sling bar is used on the gait trainer

To ensure safe and trouble-free operation, a number of routine checks should be carried out before

each use of the sling bar:

e Check that all connections on the sling bar are tight

e The protective hooks must be intact; missing or damaged ones must always be replaced

o Ifaquick-release system is used, check that the quick-release hook is securely fastened.
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The sling bar can be cleaned with a damp cloth; cleaning agents containing phenol or chlorine can
damage the aluminum and polyamide.

The weight support system has been tested in accordance with the EN ISO 10535 and EN 60601-
1 standards for patients with a maximum body weight of 200 kg. Heavier patients must not be
suspended on the sling bar using the safety sling, as this may damage the GT II.

A Warning

Risk of injury due to excessive patient weight!

If the patient's body weight exceeds 200 kg, safety can no longer be guaranteed.
e Patients weighing more than 200 kg must not be suspended on the sling bar using the
weight-relief sling.

Under no circumstances should training be carried out with a blocked rope (due to pulleys or
motor) or abnormal noises, as this can result in material damage to the GT II.

7.2 Safety information

Patients weighing up to 200 kg can be treated. The weight relief sling can be connected to the GT II
weight relief system using a sling bar.

A Caution

Risk of injury due to missing or excessive weight relief!

GT Il must never be operated without properly adjusted weight relief.

A Warning

Risk of injury due to weight relief that does not meet the requirements!

o Never use a weight support system that has not been installed or tested by Reha-Stim
Medtec.

e No modifications may be made to the weight relief system
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7.3 Troubleshooting

MEDTEC

If you notice the following errors, stop the training session, notify Reha-Stim Medtec immediately

and do not carry out any further training sessions:
e Unusual noises

e Patient lift does not take off

e Unexpected behavior of the weight relief system

o Weight relief system is not stable

7.4 Fall protection rope

In order to prevent the patient from falling if the electrical weight support system is damaged or fails,

the GTII gait trainer has a fixed fall arrest system. This consists of a fall protection rope (1), a self-

locking clamp (2) and a carabiner (3).

The self-locking clamp can be moved
continuously on the lifeline to ensure an
optimum adjustment height for the patient. The
clamp has a braking function which minimizes
acceleration in the event of a fall by briefly
slipping on the fall protection rope. The fall
protection system must be used during every
training session to ensure patient safety at all

times.

Fall protection must always be fitted during reg
permitted and can lead to serious injuries.

Risk of injury due to non-use of the fall arrest system

ular therapy sessions. Training without it is not
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7.5 Safety binding

The binding is used to attach the patient to the mechanism. Shoe sizes from 200mm (shoe size 32) to
320mm (shoe size 50) can be clamped.

The patient must wear sturdy shoes, sneakers or therapeutic shoes.

A Caution

Risk of injury due to unsuitable footwear!

Since the use of unsuitable footwear does not allow proper fastening in the binding, injuries can be
caused by hard plastic parts of the binding. There is also a risk of the patient slipping out of the
binding.

o The patient must not wear slippers, flip-flops etc., but sturdy footwear such as sports shoes.

A Caution

Injuries due to improper fastening in the binding!

If the patient is not properly secured in the binding, there is a risk of the patient slipping out of the
binding and injuring their legs.

e The patient's foot must be securely and firmly strapped into the binding.

7.6 Safety information

Only patients weighing up to 200 kg may be treated with the device. This depends on the power of
the motors on the one hand and the EN60601-1 standard on the other.

Only accessories approved by Reha-Stim Medtec (e.g. bindings) may be used. Reha-Stim Medtec
accepts no liability for damage to persons or material if unauthorized accessories are used.
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Risk of injury if the binding is not adjusted correctly!

Improper adjustment of the binding can lead to overloading of the joints and thus to joint damage.

e The binding setting must be checked carefully before starting any therapy.

7.7 Troubleshooting

If you notice any of the following errors, stop the training session, notify Reha-Stim Medtec
immediately and do not carry out any further training sessions:

e Unusual noises

e Footplate mechanism does not move despite starting the training session

e Unexpected behavior of the movement mechanics

e Foot plate or movement mechanism are unstable

Accident and risk of injury due to unauthorized conversions!
Any unauthorized technical modification of the GT II can lead to considerable safety deficiencies.

e Repairs to the device may only be carried out by Reha-Stim Medtec or by personnel
authorized by Reha-Stim Medtec.
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8 Operating the GT Il

8.1 Switching on the GT II

Main switch

Mains

Tllustration 8Mains connection and main switch

The end of the cable is connected to the mains connection on the back of the
appliance. The plug can be connected to the normal mains supply in an
earthed socket with a mains voltage of 230V AC. The device is switched on
via the main switch by turning it from 0 to 1. Please note that the RESET
button on the control cabinet must then be pressed

All settings for the patient are made on the control computer.

[llustration 91: RESET button
The start position of the foot pick-up is set by pressing the <Approach start position> button.

The gait trainer is ready for use.
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The device may only be set up or dismantled by Reha-Stim Medtec employees and must remain in
the designated area. When setting up the device, particular care must be taken to ensure that this
is done on a flat and level surface.

8.2 Patient information

In conjunction with repeated therapy with the GT II, patient-specific information (range of motion,
stride length, maximum speed, etc.) is stored by the system. In addition, the type, length and results
of the individual therapy settings are documented so that this data can be used for targeted analysis.
It is therefore essential that you observe the data protection laws of the country in which you are

using the device!
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8.3 The Harness

As a general rule, patients may only be treated with the belt properly secured. Included in the scope

of delivery.

A suitable belt size must be selected before starting therapy. Adults can choose between sizes S, M or
L.

For children:

110-120 cm: children's harness size "M", depending on the body stature, a size "S" is also available

120-150 cm: Children's harness size "L"

Lateral

Front length adjustment Lateral

Front length adjustment

Chest strap

Lateral
Rear length adjustment belt

Lateral
Rear length adjustment belt

Belly strap

Leg strap Leg strap

Ilustration 10Structure of the riser

The harness system consists of the back section, the chest strap and the waist strap, as well as a right

and left leg loop. Length adjustment straps, two at the front and two at the back below the back
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section, allow individual adjustment of the harness length. Please ensure that the lengths are adjusted
equally at the front and back.

The chest strap should sit above the chest for female patients. The leg pads on the leg straps can be
moved as required by the patient to avoid pain in the genital area. Experience has shown that the
greatest pressure point is in the middle between the thighs.

Before putting on the belt, try to adjust it to the patient by eye and place it within easy reach.

Fitting the harness while seated in the wheelchair

This procedure is only recommended for patients who are unable to stand up with assistance but
have sufficient strength in their arms, e.g. paraplegic patients.

The harness is put on like a vest and then the chest and abdominal straps are fastened. To put on the
leg straps, the patient must support themselves with their arms to raise their buttocks.

Now pass the leg straps through the legs and fasten them. Before the patient sits back down in the
wheelchair, tighten the leg straps securely. When the patient is sitting in the wheelchair again, the
optimal adjustment can be made using the side adjustment straps.

If the shoulder strap is too loose, the size can be shortened using the side adjustment straps at the
front and back. The correct fit of the sling can be checked with a simple test. Stand behind the patient,
grasp the shoulders of the sling with your hands and pull them towards you. If you cannot lift the
sling more than 2-3 cm from the patient's shoulder and the distance between the left and right
shoulder is the same, the sling fits perfectly and the patient can be guided in GT II.

It takes approximately 5 minutes to put on the sling in a sitting position.

Putting on the harness while standing

This is the preferred method. If the patient is able to stand for 1-2 minutes with the help of the
therapist, the sling can be adjusted while standing and the fit can best be checked.

Ask the patient to stand up and hold on tightly to the outer handles of the GT IL

First apply the sling to the upper extremities, starting with the affected side. Pass both leg straps
through the patient's legs, fasten the straps and pull tight. Then fasten the chest and abdominal

straps.

If the shoulder strap is too loose, the size can be shortened using the side adjustment straps at the
front and back. The correct fit of the sling can be checked with a simple test. Stand behind the patient,

grasp the shoulders of the sling with your hands and pull them towards you. If you cannot lift the
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sling more than 2-3 cm from the patient's shoulder and the distance between the left and right

shoulder is the same, the sling fits perfectly and the patient can be guided into the GT II.
It takes approximately 3 minutes to put on the harness while standing.

If the shoulder strap sits uncomfortably on the shoulders, hips or pubic area, pad these areas with

additional foam padding.
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Series of images to illustrate proper use.

Page 56 from 67



Operating instructions V 1.10 GT I
MEDTEC

Putting on the harness while lying down

For severely affected patients who are unable to stand with assistance, we recommend putting on
the harness while lying down. Before the patient is transferred from the care gurney to the treatment
bench, the belt is applied to the upper body while the patient is still seated by slipping into the top
like a jacket with assistance. Of course, the same order applies as for dressing hemiparetic patients,
i.e. the paretic (worse) arm is put on first and taken off last. After the transfer to the treatment bench,
the belt should be pulled down again to ensure that the shoulder section is resting on the shoulder.
The chest and abdominal straps are then fastened. Then the first of the two leg straps is pulled
through between the legs by rolling the patient slightly onto his side, thus releasing the buttocks from
the support. Please ensure that the leg loop is pulled down firmly before you pull it around the inside
of the thigh and the patient lies on their back again. Then hook the leg loop into the buckle. After
hooking in, the leg loop should be tightened properly until only two fingers fit between the belt and
the patient. Do the same on the other side. If the belt still wrinkles in length, you can optimize the fit
of the belt using the side and rear length adjustment straps. There is a simple test to determine
whether the belt fits properly at the end. Stand behind the patient and reach under the shoulder
section with one hand and pull it towards you. If you can detach it a maximum of 2-3 cm from the
patient's shoulder and the distance between the right and left shoulder section is the same, the belt
fits well and you can now transfer the patient back into the wheelchair. The time required is approx.

10 minutes.
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8.4 Positioning the patient

To access the device, patients who are unable to walk are positioned in
front of the gait trainer at an angle of 90 degrees compared to their
subsequent training position. The crane with the weight relief system is
then placed above the patient until it engages in the upper perforated

plate. By operating the hand control of the weight support system, the bar

is lowered and the hooks of the belt are hooked in.

The patient can be brought into an upright (hanging) position using the hand control. The
transportation device used can be removed.

The patient is moved into the training position via the running track.
Once the center of gravity displacement system has been fixed at the
other end of the running track, the weight relief is adjusted.

Patients who can stand independently stand in front of the gait trainer

(with the help of the therapist) after putting on the harness. The patient

holds on to the side bars until they are secured by the bar and the weight
relief system. The patient is transported to the training position as described above.

Now the feet can be secured one after the other on the foot plates using the shoe binding (see point
8.5).

The buttock support can be positioned so that the patient adopts an upright posture, thus
counteracting a bent posture.

Another aid for good posture is the knee guide with knee strap.

This can support knee extension during the patient's gait training and thus relieve or even replace
the therapist's work.

The front handle bar, which the patient can hold on to during training, is closed. The paretic hand can
be fixed with an elastic bandage if necessary. This reduces disruptive trunk movements.

To check the horizontal alignment of the body's center of gravity, connect the lateral snap hooks to
the corresponding eyelets of the belt at the level of the pelvis. The length of the ropes can be adjusted
to the width of the patient's pelvis using the lateral adjustment units so that a central position is

assumed. Please ensure that the rope thimbles do not get caught in the pulley block.
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A Caution

Risk of injury to the patient when attaching the sling!

e (Care must be taken not to injure the patient with the sling bar

NOTE

Carefully check all settings again!

Always ensure that the harness and GWS systems are functioning correctly during training. Also

listen out for unusual noises.
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8.5 Secure the feet in the binding

Front fastening straps
Regulation marker

Rear fastening strap

o 0w P

Fastening clip

The arrows indicate the direction in which a
belt must be pulled, e.g. to open or close.
Open the adjustment mark, release the rear fastening strap from the fastening clip, check the patient's

feet and release both fastening straps (front and rear) until the feet fit into the binding.

Place the patient's feet in the binding and tighten the straps so that they fit comfortably and snugly.
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8.6 Therapy procedure

Depending on whether paresis is present on the left or right, the gait trainer |2« aru.cangtainer
must first be moved to the corresponding entry position with <Move to s e e
entry position>. The orange Stop button appears during positioning. The ‘= : =
patient is now positioned in the gait trainer. I
The physiotherapist now presses the <Start therapy> button on the
display.

Caution: The gait speed should be increased slowly so that the patient has the opportunity to get used
to the speed and movements of the gait trainer. Bear in mind that the patient may not have practiced
gait training for a long time. Patients should therefore not be overtaxed with high speeds in the first
few training sessions. Consultation during training is recommended.

Healthy people normally run at a speed of 4 km/h, whereas hemiparetic patients run at a speed of
less than 1 km/h. Individual fluctuations are of course possible.

The length of the weight relief system determines the extent of the weight relief. The unweighting
should be as low as possible. Nevertheless, the therapist must ensure that the patient is in an upright

position without sitting in the belt or bending the knee joints due to the paresis, even during the

stance leg phase.

Therapy duration, number of steps (number of double steps) and the actual weight relief are shown
on the display.

Depending on the patient's ability and stamina, a training session can last up to 30 minutes of pure
walking time. Breaks must be taken individually (e.g. after preparation or every 10 minutes). The
folding seat is provided for this purpose. The footplates should be parallel during the breaks.

At the end of therapy, press <STOP> on the display. The GT Il returns the patient to the start position.
The responsible physiotherapist should not leave the patient alone during training. In the event of a
malfunction or irregularity, the gait trainer is equipped with two emergency stop switches that can
be activated by the patient or the therapist. The machine then stops immediately. The switches are
located on the left and right of the handrails. Please note that the motor brake is switched off in this
situation and the foot plates may move to the stepping position. To restart the GT I, the emergency
stop switch must be unlocked. Then press the RESET button on the control cabinet to make the gait

trainer ready for operation again. Then reposition it and press <Start therapy> on the display.
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The therapist should continue to ensure that:
- the feet do not slip out of the footrests
(it is recommended to check the fixation thoroughly. Stretching exercises of the plantar flexors
before starting therapy can also be helpful).
- the patients do not sit in the harness
(the weight relief may need to be increased with the duration of the therapy session).
- the knee joints are not bent during the stance leg phase
(manual support of the affected knee joint by the therapist is recommended).
The therapist must regularly check whether the patient has circulatory problems, pain sensations or
other complaints. Such information should be noted down with the other data after the training

session.

8.7 After the therapy

Before the riser or one of the ropes is loosened and removed, it must be ensured that the PC has
completed the therapy session as normal.

After the stop signal has been given and the patient has reached the exit position, the descent can
begin. (Please note that pressing one of the emergency stop switches alone is not sufficient to secure

the foot plates).

The front bar is removed once the patientis no longer holding on to it. Then release the lateral fixation
and open the locks on the footrests. By releasing the pulley, the patient can leave the training position
with the support of the therapist and the belt can be released from the bar. If the patient is able to

stand independently, the belt can also be removed after stepping off the device.

The most severely affected patients are pushed out of the GT II back into the outside position and
placed directly into the wheelchair by lowering the lift. In this case, the safety bar and belt are only

released when the patient is seated.
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Loosen the sling straps and remove the sling from the patient.

Do not forget to exit the CPM and save the data and update the patient's record.
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9 Maintenance

This chapter describes the maintenance of the GT II.

A Warning

Risk of material damage or injury due to improper repair and maintenance!

e Improper maintenance can lead to serious material damage or injury to the
patient/therapist.
Repair and maintenance may only be carried out by Reha Stim Medtec employees or by
persons trained and authorized by Reha Stim Medtec.

9.1 Cleaning the GT Il

Clean the parts of the GT II touched by the patient with a damp cloth or disinfectant after each

therapy.

If not necessary, clean at regular intervals with a damp cloth and hot water or disinfectant. Clean the
entire system at least once a week. Otherwise it will become contaminated with hair, skin flakes and
other bodily substances after a short time. These impurities can cause the surface of the appliance to

become slippery, which increases the risk of injury.

NOTE

Do not use any cleaning agents containing phenol or chlorine, as these could damage the
aluminum and plastic.

9.2 Monthly functional check

The function check described here must be carried out every month. Carry out the function check
even if there are no signs of malfunctions on the GT II (e.g. unusual noises, large fluctuations in the
range of movement, visible damage to the components, etc.). The person carrying out the functional

check must be certified for GT II.
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Area:

Possible symptoms:

Measure:

Protective covers

Covers wobble
Covers missing

Covers damaged

Do not carry out any further
therapies

Contact Reha-Stim Medtec

Visible external
deformation

Parts are deformed
Parts are asymmetrical

Parts are faulty

Do not carry out any further
therapies

Contact Reha-Stim Medtec

Foot mechanism

Foot mechanism can be moved by
hand

Unusual noises during therapy

Do not carry out any further
therapies

Contact Reha-Stim Medtec

Emergency stop button

GT Il therapy does not stop
immediately

Do not carry out any further
therapies

Contact Reha-Stim Medtec

The tapes are torn

GT Il is dirty
Cleaning Binding is dirty Cleaning dirty parts

Cables have come loose Do not carry out any further
Cable, plug The visible cables are severely bent or therapies

damaged Contact Reha-Stim Medtec

D t t furth

The binding does not fit ono .carry outany further

Binding therapies

Contact Reha-Stim Medtec

Harness, carrying strap,
rope

Buckles jam or open on their own
Ligaments are torn

Rope is defective

Do not carry out any further
therapies

Contact Reha-Stim Medtec

Please note on the monthly function check log when the check was carried out, which faults were

identified, which measures were taken to rectify the faults and who carried out the measures (see

attached documents).
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Events (incidents) with GT II that can or could have led to serious harm to patients or staff
(dangerous injuries and deaths) and/or material damage must be reported to Reha-Stim Medtec
immediately after the incident occurs using this form or by telephone.

9.3 Transportation and storage

Consult the Service Manual, Chapter 5, for regulations on transportation and storage, as well as any

prescribed rest periods for transportation and storage outside the specifications.

The GT II gait trainer and its spare parts should be stored in the original packaging in a ventilated,
dust-free room between 5 and 30°C without extreme temperature fluctuations. The relative humidity
should be < 50%. During transportation, the GT II gait trainer must always be stored in its original
packaging and must not be exposed to temperatures > 50°C or < -20°C. Particularly in the event of
rapid fluctuations in temperature and/or humidity, the GT2 gait trainer must not be connected to the

power supply for at least 12 hours after unpacking.
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10 Waste disposal

The GT Il is designed so that it can be disposed of safely by the user. The GT Il must not be disposed
of with household waste, but must be disposed of in accordance with local regulations. If you have

any questions, please contact Reha-Stim Medtec.

& vore

The user should always inform himself about the local disposal regulations.

Reha Stim Medtec GmbH & Co KG
Version 1.10; May 01, 2024

Original language: German

Page 67 from 67



	1 Introduction
	1.1 Information on the operating instructions
	1.2 Explanation of symbols
	1.3 Abbreviations
	1.4 Warranty and liability
	1.5 Annual maintenance
	1.6 Copyright protection

	2 The GT II
	2.1 Introduction
	2.2 Research and development
	2.3 Device symbols
	2.4 Type plate

	3 Safety
	3.1 Intended use
	3.2 Intended patient group and users
	3.3 Personnel qualification
	3.4 Indications
	3.5 Expected clinical benefit
	3.6 General sources of danger
	3.7
	3.7 Covers, accessible surfaces
	3.8 Indeterminate and prohibited use
	3.9 Residual risks and possible side effects
	3.10 Reporting of incidents

	4 Technical data
	4.1 Technical data in detail
	4.2 Operating conditions

	5 Components
	5.1 Overview
	5.2 Power supply
	5.3

	6 GT II control software
	6.1 Starting the software
	6.1.1 Adjustable values
	6.1.2 Control values
	6.1.3 Operation
	6.1.4 Settings
	6.1.5 Patient
	6.1.6 Documentation

	6.2 Patient selection
	6.2.1 New
	6.2.2 Edit
	6.2.3 Delete
	6.2.4 Password protection and data security

	6.3 Switching off the GT II
	6.4 Disruptive behavior and essential performance

	7 Weight relief system
	7.1 Technical data
	7.2 Safety information
	7.3 Troubleshooting
	7.4 Fall protection rope
	7.5 Safety binding
	7.6 Safety information
	7.7 Troubleshooting

	8 Operating the GT II
	8.1 Switching on the GT II
	8.2 Patient information
	8.3 The Harness
	8.4 Positioning the patient
	8.5 Secure the feet in the binding
	8.6 Therapy procedure
	8.7 After the therapy

	9 Maintenance
	9.1 Cleaning the GT II
	9.2 Monthly functional check
	9.3 Transportation and storage

	10 Waste disposal

