Instructions for Use

Part of the

Motorized endodontic system for work with
the Self-Adjusting files (SAF) with simultaneous irrigation
and with rotary Nickel-Titanium instruments

These Instructions for Use do not come to replace the clinical guidelines and instructions
for use of the various equipment – Self-Adjusting Files (SAF) and Rotary instruments.

Updates to this document, as well as further instructions, guidelines and videos for the
various instrumentation systems, can be found on www.redentnova.com
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Thank you for purchasing the EndoStationmini™
The EndoStationmini™ is a unique product combining a digital electrical endodontic
micromotor with a peristaltic pump.
This advanced technology enables operation of endodontic instruments in the following
methods:
- Self-Adjusting Files ("SAF"), including continuous simultaneous irrigation
- A traditional Rotary motion, with speed control and torque control
Indications for use
The EndoStationmini ™ is designed to carry out dental procedures, specifically for root
canal treatments.
In order to receive the most out of this advanced product, and to prolong its life,
we ask you to read these instructions carefully before using the device for the first
time.
Please refer to the separate manuals or operating instructions to cover the operation
and maintenance of handpiece-heads and other accessories used with the unit. This
"Instructions for Use" (IFU) manual is supplied for safety reasons and must be
considered as an integral part of the system.
We recommend to always keep it close at hand. It is very important that this IFU manual be
retained for future consultation.
The Instructions for Use must accompany the system in all cases of sale or other
transfer, in order that the new owner can be aware of its operational characteristics, the
relative precautions and warnings and the intended use. Please do not hesitate to
contact the Manufacturer for help with any doubt or problem that may arise while
reading the Instructions for Use.

This symbol, found on information label of the control unit, reminds you to
consult the Instructions for Use.
Note: Changes to the content of these instructions may be reserved without prior notice.

Manufacturer:
CJSC "Geosoft-Dent"
129090, Building 5, Ap.6-a
2-nd Troitsky per.
Moscow
Russia
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Distributor:
ReDent Nova Ltd.
15 HaTaasia St.
P.O.B 4159
Ra’anana 4365408
ISRAEL
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1.

SAFETY INFORMATION

Note the meaning of the following used symbols:
Class II Equipment

Type B applied parts

Caution, Warning or Precaution

Do not dispose of as normal household waste; special disposal according
to the Directive 2002/96/EC of 27.01.2003 concerning waste of
electrical/electronic equipment
CE marking

Keep dry

Direct current
Serial Number, written in form XXXXX

Manufacturer

Date of manufacture, written in form MM.YY

Consult the Instructions for Use

United States Federal Law restricts this device to sale by or on order of a Physician.
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Intended Use:
The EndoStationmini™ is a medical device designed for use by dentists with dental root
canal motorized instruments in continuous rotation with torque control and with the SelfAdjusting Files (SAF) with simultaneous irrigation canals during endodontic treatment.
Read this instruction booklet carefully before installing the device and using it, to
obtain the best possible results and for maximum operating safety.
Manufacturer’s liability is applicable only if the device is used as directed, and if the
safety instructions are properly followed. The manufacturer is not liable for uses other
than those specified in this "Instructions for Use" manual.
Problems and accidents may result from insufficient attention to the manufacturer´s
instructions for Use.
Contraindications:
This system emits electromagnetic fields, which may comprise some potential risks to
patients with implantable devices such as cardiac pacemakers and ICDs (Implantable
Cardioverter-Defibrillator), or other types of active implants. It is advised to:
 Ask patients and users if they have an implanted device before using this
product. Explain the circumstances to them in case they are included in the risk
group.
 Weigh the risks and benefits and contact your patient’s cardiologist or appropriate
qualified healthcare professional prior to performing the treatment.
 Keep this product away from implanted devices.
 Make appropriate emergency provisions and take immediate actions if patients
become ill.
 Symptoms, including a raised heartbeat, irregular pulse, or dizziness may signal
problems with a cardiac pacemaker or ICD.
 The device is not designed to withstand shocks delivered by an electrical
defibrillator.
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2.

SAFETY INSTRUCTIONS

Take the following precautions to reduce the risk of any accident:
Environment
Determine a suitable location within the following precautions:
 Do not immerse the device in liquid, and do not use it outdoors.
 Do not expose the device to water vapor, or splashes.
 The device is not designed for use in the presence of anesthetic gases or any other






flammable gas.
The device is not designed to work near ionizing radiation.
Do not install near a source of heat or humidity (piping, valves, tanks, etc.).
In order to maximize air flow, install the device in a ventilated area.
Do not cover the device when it is operated.
Make sure that the cords do not obstruct the free passage of people.

Accessories
 The device has been developed to be used with various types of instruments,
including rotary and Self-Adjusting Files (SAF). The use of the various modes requires
different accessories, including micromotor-handpieces, handpiece-heads, files and
disposables.
 Use the device only with original accessories supplied by the manufacturer. The list
of accessories is presented in Section 9 of this manual.
Maintenance
 Before maintenance, switch the device off and unplug the power cord.
 After use, turn off the power, remove the irrigation bottle from its holder.
 Do not carry out repairs or modifications to the device without prior authorization by
"Geosoft Dent". Any such modifications may cause a safety hazard.
 Do not disassemble or modify the device.
 If any fault occurs, contact your local supplier or contact the "After Sales Service". Do
NOT have the device repaired by an unauthorized person in any case.
Installation
 The device must not be connected to, used in combination with or used as an
integral component in any other apparatus or system. It must not be used as an
integral component of any other apparatus or system.
 The device complies with the Electromagnetic compatibility standards (CEI 60601-12). However, make sure that any possible electromagnetic interference does not
present any additional risk.
 The electric supply to which the device is connected must comply with the standards
in force in your country.
Adverse reactions Unknown.
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3.

WARNING TO THE END USER

User population:
The use of the EndoStationmini ™ is exclusively limited to trained, competent and
qualified dental healthcare professionals in the ordinary course of their activities. The user
is not the patient.
The user must have the mandatory skills related to the principles of dental and medical
hygiene such as cleaning, disinfection, and sterilization of medical devices.
The electric motor functions can be used without taking in consideration the adult user’s
characteristics such as weight, age, size, or gender. The user must wear gloves.
Users must NOT:
 Have memory or concentration problems preventing them from properly
remembering the settings, the sequences or treatment protocols.
 Suffer from a disability of limbs preventing them the use of the handpiece or
controls.
 Have visual limitations. If so, they should be equipped with means of vision
corrections.
Training of the users
No specific training is required for users who are qualified in the proper use of rotary
Ni-Ti and SAF endodontic treatment. Untrained users should seek to attain the proper
instruction.
Patient Population
The electric motor can be used with all patients without consideration of physical
characteristics such as weight, age, size, or gender. The patient must be calm, relaxed,
motionless, ideally lying on a dental chair.
Body parts or tissue types covered
The clinical use of the motor functions has to be limited to the oral cavity of the patient.
Principle of operation of the device
Motor: A rotating motor coupled with a dental handpiece-head enables to operate
dental rotary instruments or Self-Adjusting files (SAF).
Significant performance characteristics
Motor: Rotation speed of the instrument fixed at the end of the handpiece-head:
- Maximum speed 9500 rpm (with micromotor-handpiece «SAF SYSTEM», gear ratio 1:1)
- Maximum torque 5 Ncm (with micromotor-handpiece «ROTARY», gear ratio 14:1)
Required instruments
Dental handpiece and handpiece-heads. Motored endodontic instruments.
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Use:
The medical device is not restricted to a number of uses. Depending on the number of
repeated uses, the pressure and the selected power, the instruments may exceptionally
break. It is recommended to use a rubber dam or other means of isolation, especially when
using with irrigation. It is recommended to use a suction system during the use of the
device.

4.

INSTALLATION

Carefully remove the control unit and the accessories from their packaging and place
them properly on a flat surface in the desired location. Before set-up, check that all parts
are present in the box:
 1 EndoStationmini™ control unit
 1 Irrigation pump cassette with silicone tubing
 1 Micromotor-handpiece «SAF SYSTEM»
 1 RDT3-NX handpiece head for the use of the SAF System
 1 Micromotor-handpiece «ROTARY» (OPTIONAL)
 1 Rotary handpiece head – Latch-type or Push-button-type (OPTIONAL)
 1 Adapter for lubrication of the handpiece-heads
 1 ZipperLine LEMO Cable with an irrigation line embedding, for micromotorhandpieces
 1 Micromotor-handpiece stand
 2 Irrigation bottles (250 mL each)
 2 Standard bottle caps
 1 Active bottle cap with an insertion aperture
 5 Disposable silicone tubes for irrigation with a luer connector and a silicone grip
 1 Power adapter with a USB connector
 1 USB A - USB B standard cable to connect the power adapter
 1 "Instructions for Use" manual
 1 Instructional Media Card
Notes:
 None of the components are delivered disinfected or sterilized!
 Prior to installation, check the device for any damage. Report any damage sustained
during shipment to your local supplier within 24 hours of receipt of the device.
4.1. Description
4.1.1.

The appearance of the control unit with irrigation bottle is presented in
figure 1, where:
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1 - Case;
2 – LCD display (see more fig.2);
3 – Control panel (see more fig.3);
4 – Micromotor-handpiece connector
;
5 - Pump base;
6 - Pump cassette with silicone tubing;
7 - Irrigation bottle;
8 - Active bottle cap with insertion apertures;
9 – Reset button
;
10 - Charging connector
;
11 - Two-color battery charge indicator;
12 -Footswitch connector
(not supplied with the product and must be
purchased separately (see. Section 9 "Accessories and optional add-ons");
13 - Information label;
14 - Battery unit
15 – Bottle holder
Fig.1 - Control unit with irrigation bottle
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Fig.2 - LCD display
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Application mode
SAF
ROTARY
SYSTEM

Description display
Display of «SAF SYSTEM» mode
Display of «ROTARY» mode
Program number
Motor rotation speed display (in rpm)
Torque limit display (in Ncm)
Motor operation time display (in min:sec)
Irrigant flow rate display (in mL/min)
Autoreverse mode display at torque limit (HLT / STD /
SPC)
Display «Forward» - indicates motor rotation cw
Display «Reverse» - indicates motor rotation ccw
Display «ATTENTION» - displayed in case of error
(handpiece not attached, calibration did not pass)
Display «Battery» - current battery charge level

Fig.3 – Control panel
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Position
on fig.3

Name of the
button

Function

1
2

«POWER»
«AUTOREVERSE»



3
4
5

«TIMER»
«RINSE»
«-» SPEED «+»

Power on/off
Selection of an Autoreverse mode:
HLT / STD / SPC
Timer reset
Activate pump at max flow
Decreasing / increasing the motor
rotation speed
Calibration of the motor
or: Turning the automatic
calibration on/off
Decreasing / increasing of motor
torque limit
Decreasing / increasing the
irrigation solution flow rate
Turning the irrigation pump on/off
Choice of program number



Combined clicking
«-» SPEED «+»
6

«-» TORQUE «+»

7

«-» FLOW «+»

8

Combined clicking
«-» FLOW «+»
«-» PROG. «+»

4.1.2.

Application mode
SAF
ROTARY
SYSTEM





















Appearance of the micromotor-handpieces presented in Figure 4, where:

1 - Handpiece case with an integrated micromotor;
2 – Handpiece-head with a friction fixing;
3 - "START / STOP" button to start / stop the micromotor;
4 - Connector for the LEMO cable.

Fig.4 – Micromotor-handpiece
а) "SAF SYSTEM" handpiece
2

3

1

4

b) "ROTARY" handpiece
2

3

1

4
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4.2. Preparation for use
4.2.1.

Charging the battery

The power source of the EndoStationmini™ is an internal rechargeable battery unit,
consisting of two Li-Po batteries. Make sure to fully charge the product’s batteries prior to
the first use.
Charging the battery is carried as follows:
- Connect the USB A- USB B cable to the (
) connector on the right side of the control
unit;
- Connect the free end of the cable to the power adapter USB-connector and plug the
power adapter into a standard electrical supply (100-240) V.
Note: The EndoStationmini™ should be connected to the electrical supply in accordance
with current standards. Make sure that the power plug is suitable to the required local
standard.
The two-color battery charge LED indicator on the control unit will lighten in orange
during charging, and will change to green once the battery is fully charged.
Note: The standard battery charging time is about 1.5 hours, but may vary according to
current battery charging level, degree of the battery wear and temperature. Working hours
and charging time of a used battery is always shorter than of a new one. Upon noticeably
shorter working time and battery charging time it is recommended to purchase a new
battery unit (see. Section 9 "Accessories and optional add-ons") and replace the used battery
unit with a new one (see. Section 8 "Replacement instruments and spare parts").
- When charging is completed, unplug the power adapter from the electrical supply and
disconnect the cable from the control unit.
4.2.2. Current battery level indication
A 5-level battery indicator is included in the display of the control unit to present the
current battery level. The number of filled segments of the indicator is proportional to the
current battery level (see. Figure 5)
Fig. 5 - Current battery level indication
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The battery indicator flashes on the display if the battery discharged below the
minimum level (<20%). At this case it is necessary to recharge the battery.
Otherwise, when the battery charging level drops below a critical level (<10%),
a spontaneous power shut down will occur.
When attempting to power up at this state, the display will show the indicator
"Battery low"
Attention! Charge the battery unit before it reaches a critical level. Do not allow the battery
to fully discharge.
4.2.3.








Connecting a micromotor-handpiece with a handpiece-head

Connect the ZipperLine LEMO cable to the connector
Fig.6
inlet (
)
on the front panel of the control unit;
Connect the ZipperLine LEMO cable to the
micromotor-handpiece «SAF SYSTEM» or «ROTARY»;
Make sure to use the correct type of head for the
handpiece – make sure to only use the RDT3-NX head
(adapter shaft with a blue rubber O-ring) for the SAF
System micromotor, and the rotary head (adapter
shaft with a black or red rubber O-ring) for the Rotary
micromotor.
Fully insert the head adapter into the handpiece;
Rotate the handpiece-head once on its axis to assure a secure fit; if necessary, adjust
the handpiece-head's angle within the micromotor-handpiece, by rotating it in the
right direction (see. Figure 6).

Attention! Be sure to lubricate and sterilize the handpiece-head before it is used, after each
patient (see. Section 6 "Lubrication of the handpiece-heads" and Section 7 "Sterilization and
disinfection").
4.2.4.

Attaching a file / instrument

a) «SAF SYSTEM» handpiece





To insert the Self-Adjusting File (SAF) into the head, fully insert the polypropylene
shank of the file into the friction-grip clamping bore head. Make sure that the file is
fully inserted.
Gently test to make sure that the file is secured.
To remove the SAF from the head, grasp the base of the polypropylene shank, as close
to the head as possible, and lightly sway the SAF out of the handpiece-head. Do not
grab and pull the irrigator or the metal part, as it may detach and cause tearing of the
SAF's struts.
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Attention! When working with a «SAF SYSTEM» handpiece, use only the original SelfAdjusting Files (SAF) producted by Redent Nova ltd.
b) «ROTARY» handpiece







When using the latch type rotary handpiece-head (fig. 7), turn the
locking lever to the extreme right ("open" position in Fig. 7), place
the rotary instrument in the clamping bore head and slightly
rotate it to align with the locking mechanism, and then return the
locking lever to its original position ("close" position in Figure 7);
When using the button type rotary handpiece-head (see fig. 8),
press the button at the back of the head, insert the rotary
instrument to align with the locking mechanism, and then release
the button.
Gently pull the instrument to make sure it is securely locked.
To remove the instrument from the head, either move the
locking lever again to "open" position (in the latch type head) or
press the button (in the button type head) and gently pull the
instrument out.

Fig.7

Fig.8

Attention! Use only sterile instruments. Sterilization of instruments
should be carried out in accordance with the manufacturer's
instructions.
Attention! Refrain from connecting or disconnecting an instrument
while the motor is operating.
4.2.5.

Preparation of the irrigation system

Attention! The irrigation system can only be used in the «SAF SYSTEM» mode. In the
«ROTARY» mode the irrigation system will remain inactive.




Connect the pump cassette with the silicone tubing to the pump base and gently turn
it clockwise until it is secured in place. The silicone tubing connection gates should be
placed exclusively on the left side relatively to the
Fig.9
pump base. (see fig. 9);
Fill the irrigation bottle with your irrigant of choice,
such as sodium hypochlorite. Do so away from the
device, to avoid spillage of potentially harmful
irrigation solution on the device. Wipe residue with a
wet cloth and dry the bottle before placing it in the
bottle holder.
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Place the filled bottle into the bottle holder;
Fit the long-end of the irrigation line (which is not equipped with a luer connector)
into the insertion aperture of the active bottle cap, then insert the tube and make
sure that it reaches the bottom of the bottle. Close the cap tightly and make sure that
the bottle in secured in its holder.
Connect the luer connector (m) on the short end of the tube to the mating luer
connector (f) on a disposable silicone tube, by slightly rotating the male luer
connector clockwise into the female luer connector. Ensure that the fixing of the
tubes is secured;
Embed the irrigation tube into the
Fig.10
ZipperLine LEMO cable (Fig. 10): bring
together the two zippers to the end of
the ZipperLine cable (the side to be
connected to the micromotor), remove
the white silicone grip, and insert the
distal edge of the irrigation tube into
the hole of the proximal zipper (to be
pulled in the direction of the main unit)
and then into the hole of the distal
zipper (that reaches the micromotor).
Carefully pull the proximal zipper in the direction of the proximal edge of the
ZipperLine cable, until it reaches the connector that will be connected to the main
control unit, to embed the irrigation line into the cable,
Fig.11
for comfortable use.
Re-insert the distal edge of the tube into the white
silicone grip and attach it onto the «SAF SYSTEM»
handpiece-head and place it in proximity to the
handpiece case (see fig. 11). Make sure to apply the
silicone grip before a SAF is inserted into the handpiecehead, to avoid damage to the file;
Connect the free end of the disposable silicone tube to
the inlet of the polycarbonate irrigator of the SAF, to
enable irrigant flow into the file, and then insert the SAF
into the handpiece-head’s clamping bore.
When working with the Rotary micromotor-handpiece it is advised to partially
disembed the irrigation tube from the ZipperLine cable, by pulling down the distal
zipper and placing it on a nearby tray.
At the end of the working day, disembed the irrigation tube from the ZipperLine cable.

Attention! Be sure to sterilize the disposable silicone tube with silicone grip before it is used
(see. Section 7 "Sterilization and disinfection").
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Notes:

It is possible to sterilize the irrigation pump cassette with the silicone tubing
before use (see. Section 7 "Sterilization and disinfection"), if necessary.

The irrigation solution should meet the quality criteria required for dental
treatment.

Only use the bottle supplied with the unit or replacement bottle supplied by
the manufacturer (see. Section 9 "Accessories and optional add-ons").

4.2.6.

Footswitch connection (when applicable – this is an optional accessory)



Place the footswitch properly to allow easy operation;



Plug the cable into the footswitch connector (
unit until it is fully inserted into the connector.

) on the right panel of the control

Note: The footswitch is designed to operate the micromotor and the pump, and replaces the
"START / STOP" button on the micromotor-handpiece.
The footswitch is not supplied with the product as a standard and should then be purchased
separately for an additional fee (see. Section 9 "Accessories and optional add-ons").
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5.

STEP-BY-STEP OPERATION INSTRUCTIONS
Notes:

Before each procedure, it is essential to make sure that the accessories to be used
have been cleaned, disinfected and sterilized, according to the specifications of
each accessory.

Before using micromotor-handpieces and handpiece-heads, make sure that they
were adequately oiled, for proper function.

Make sure not to mix between the handpiece-heads and their adapters – match
each handpiece head and its adapter with the designated micromotor-handpiece
(SAF / Rotary).

Before turning on the control unit, check that you have completed the installation
of all components.

To work in the «SAF SYSTEM» mode prepare the irrigation system (see. P. 4.2.5)
and connect the «SAF SYSTEM» micromotor-handpiece with a Self-Adjusting File
to the control unit.

To work in the «ROTARY» mode connect to the «ROTARY» micromotorhandpiece with a standard rotary Ni-Ti instrument to the control
unit.
Fig.12

Switch the power on by pressing the «POWER» button in the
control unit. At the same time the display shortly presents the
current firmware version of the device (example on fig. 12).

The settings are saved automatically upon any change for each of
the available programs (ROTARY 1  ROTARY 9) in «ROTARY»
mode as well as for SAF 2 SAF 3 in «SAF SYSTEM» mode. The
settings in program SAF 1 in «SAF SYSTEM» mode can be changed during use, but
will return to the factory settings when the device is switched off.

The system will automatically detect the type of micromotor-handpiece that is
connected to it, and will initiate a calibration process. Calibration is initiated
provided that such a micromotor-handpiece is connected to the control unit
for the first time after the control unit is switched on and that auto-calibration
is enabled. By default, auto-calibration is enabled. To disable / re-enable autocalibration, press and hold down the speed "+" and "-" buttons simultaneously
for 3 seconds or more. At the same time the display will show «Cl 0» or «Cl l»
respectively, followed by a long beep (example on Figure 13).

Fig.13

Manual calibration can be initiated at any time by a short pressing (< 3 sec.) the speed "+"
and "-" buttons simultaneously.
After calibration, the appropriate operation mode will be activated, subject to the type of
connected micromotor-handpiece («SAF SYSTEM» or «ROTARY»).

V. 10/11/2015 - En

19

The calibration function initiates an examination and compensation process
of the handpiece friction mechanism. The motor runs at minimum speed
and maximum speed provided by the program. The calibration process takes
about 5 seconds, during which the LCD screen will display the message «CL»
(abbr. Calibration) (example on fig. 14).
Notes:

If the system does not identify the presence of the connected
micromotor-handpiece, the display will indicate the Error 01 message
(Er 01) (example in Figure 15).
In this case, you need to:
a) Make sure that the handpiece is connected to the LEMO cable;
b) Make sure that the LEMO cable is well-connected to the control
unit;
c) Examine the connected ZipperLine LEMO cable for any defects;
d) Disconnect and re-connect the handpiece to the LEMO cable or
switch off and switch on the device again.






Fig.14

Fig.15

Handpiece calibration should be carried in the following cases:
o
Whenever a handpiece is activated for the first time after the control unit
is switched on;
o
Whenever the handpiece of handpiece-head is re-connected to the
micromotor-handpiece, after being lubricated, sterilized or replaced.
Do not attempt to operate the device during calibration, and do not activate the
calibration procedure during clinical operation of the device, especially not when an
instrument is being used on a patient. If an instrument is placed inside the handpiece
head, make sure that it is not located in a place that could harm the patient, the
instrument or the surrounding during the calibration process.
In the case of errors of calibration, the display will indicate the Error 02
message (Er 02) (example on Figure 16).
In this case, you need to:
a) Disconnect the head from the micromotor-handpiece;
b) Re-calibrate the handpiece without the head, by simultaneously
pressing the buttons "-" SPEED "+".
- If calibration is successful without the head, then the problem is in the
head. The head has to be lubricated, cleaned or replaced.

Fig.16

- If the handpiece does not pass the calibration again without the head, then the
problem is at the micromotor-handpiece, which must then be replaced or repaired.
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5.1. "SAF SYSTEM" Mode
Initiation of the «SAF SYSTEM» operating mode is performed automatically after a
successful «SAF SYSTEM» handpiece calibration.
5.1.1. Settings in "SAF SYSTEM" mode
«SAF SYSTEM» mode has 3 available programs. When the device is turned on for the first
time, the following factory settings are presented for all three programs (see fig. 17):

Motor speed: 5000 rpm
Fig.17

Irrigation flow rate: 4 mL/min.
For the first program (SAF 1), the settings can be changed but cannot
be saved, and will return to the factory settings once the device is
reactivated.
For the remaining programs (SAF 2 and SAF 3) settings can be changed
and saved by the user, and will be maintained upon reactivation of the
device.
In «SAF SYSTEM» mode, the motor speed can be changed in a range of 3000 to 9500 rpm
in intervals of 500 rpm, and the irrigation rate can be changed in a range of 0 to 9 mL/min
in intervals of 1 mL/min.
Setting of parameters in « SAF SYSTEM » mode:

To shift between programs, use the «-» PROG. «+» buttons respectively. The
program function will vary in a cyclic pattern, so that a single click is required to shift
from program 1 (SAF 1) to program 3 (SAF 3) and vice versa.

To decrease / increase the speed of the motor rotation (SPEED parameter), use the
«-» SPEED «+» buttons respectively.

To decrease / increase the irrigant flow rate (FLOW parameter), use the
«-» FLOW «+» buttons respectively.

To calibrate the micromotor-handpiece, short press (< 3 sec.) the «-» SPEED «+»
buttons simultaneously.

To enable or disable the auto-calibration, press and hold down the «-» SPEED «+»
buttons simultaneously for 3 seconds or more.

To enable or disable the irrigant flow, press the «-» FLOW «+» buttons
simultaneously.
Briefly press the "+" or "-" buttons for a step change in the desired parameter, or press
and hold the button for faster parameter changes in the range of the valid values. All
settings in SAF 2, SAF 3 programs are saved automatically and remain constant until
changed by the user.
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5.1.2. «RINSE» function
Fig.18
The «RINSE» function enables quick flow of irrigant in the irrigation line. It is
used either to quickly fill the irrigation line with irrigant in the beginning of
the procedure, or to clean the line with water and then to clear it from fluids
at the end of the working day. To activate the rinse function, make sure the
motor is not active, then short press or press and hold the «RINSE» button
on the control panel. This initiates a flow at the rate of 20 mL/min, and the
«FLOW» indicator will be flashing (Figure 18). The accelerated flow process
will be accompanied by rapid intermittent beeping. To stop the rinse function, short press
again or release the «RINSE» button.
When this function is activated by short pressing the «RINSE» button, the maximum time of
continuous operation function will be 1 minute before the rinse is automatically shut off.
Attention! Pay attention while the rinse function is used to fill the irrigation line, especially
when harmful solutions are used, to avoid spillage.

5.1.3. Use in "SAF SYSTEM" mode
Attention! Before operating the «SAF SYSTEM» mode, please refer to the manufacturer's
recommendations for the Self-Adjusting File (SAF) System and to the "SAF System Clinical
Guidelines" for their proper use.
The motor can be initiated by either:




Briefly pressing the «START / STOP» button, located on the micromotor-handpiece;
Pressing and holding the «START / STOP» button for 2 seconds or more;
Pressing and holding the footswitch (if available).

Irrigant flow starts automatically 1 second after the motor is operated. If the set flow rate
is 0, irrigant will not flow through the irrigation line. Adjusting the irrigant flow rate is
possible before motor launch, as well as during the motor rotation – please note that any
other parameters cannot be changed during the motor rotation.
Fig.19
When the motor is operated, the «Forward» indicator is displayed and the
timer counts the operation time (example on figure 19).
During motor rotation, beeping sounds will indicate the passage of time,
once a minute. After the first minute 1 beep will be heard, after the
second minute a double-beep will be heard, and so on until the fourth
minute, to indicate the required operation time per root canal. If the timer
is not reset, beeping sounds will continue in sequences of 4 minutes, so
that in the fifth minute 1 beep will be heard, on the sixth minute 2 beeps will be heard,
and so on.
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The timer can be reset at any time by pressing the «TIMER» button on the control panel.
The timer will also be reset upon reaching the time limit (99:59 min), after a control unit
shutdown or when disconnecting the SAF micromotor-handpiece from the cable.
Stopping the motor is carried out by either:

At any time by repeatedly pressing the «START / STOP » button on the micromotorhandpiece;

When the «START / STOP » button is released (in case of retention operation);

When a footswitch is released (if available);

Automatically by the idle motor rotation for more than 10 consecutive minutes.
Upon motor stop, irrigant flow will terminate, and the «Forward» display indicator will
fade out.
Notes:
Precautions during use:

Do not move the control unit during operation.

Do not connect or disconnect the handpiece cable and / or the micromotorhandpiece itself from the control unit while the micromotor is running.

Do not touch the endodontic instruments while they are rotating.

Do not connect or disconnect a file or an instrument from the handpiece-head while
the micromotor is running.

Do not tilt the device, as the bottle might fall from its holder.
Upon completion of the clinical procedure:
1. Switch off the control unit by pressing and holding the «POWER» button for 2
seconds. Note that if the device has not been used for 30 minutes or more, the
device is set to switch off by itself.
2. Disconnect the irrigation tube from the SAF.
3. Disconnect the Self-Adjusting File (SAF) from the handpiece-head by holding the
base of the file firmly, and gently swaying it out of the handpiece-head socket.
Make sure not to pull on the metal part of the SAF or the irrigator only, an action
that might disintegrate the SAF.
4. Unravel the grip of the silicone tube from the micromotor-handpiece, and
disembed the irrigation tube from the ZipperLine LEMO cable.
5. Disconnect the micromotor-handpiece from the LEMO cable.
6. Disconnect the handpiece-head with the adapter from the micromotorhandpiece.
7. Lubricate the handpiece-head through the adapter, using the designated oilspray nozzle adapter, making sure to lubricate until clear oil comes out of the
other end. Then disinfect and sterilize the handpiece-head.
8. Clean and disinfect any tools which may require such procedures, according to
the manufacturer's instructions and standard procedure, including the device
and its accessories.
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9.

Rinse the irrigation line with clean water, by filling a bottle with s teril e water
and operating the irrigation using the «RINSE» button (see p. 5.1.2) for at least
30 seconds. Pumping air into the irrigation line in order to dry it before storage is
advised. Wash the bottles well and dry them.

5.2. "ROTARY" Mode
Initiation of the «ROTARY» operating mode is performed automatically after a successful
«ROTARY» handpiece calibration.
Fig.20
5.2.1. Settings in "ROTARY" mode
The «ROTARY» mode has 9 available programs.
When the device is turned on for the first time, the following factory
settings for all nine programs (see fig. 20) are:

Motor speed: 300 rpm

Torque limit : 1.5 Ncm

"Auto-reverse" mode: "SPC" ("special")
For each of the nine programs (ROTARY 1  ROTARY 9) there is a possibility to adjust the
motor speed in a range of 200 to 1000 rpm in intervals of 50 rpm, to adjust the torque in a
range of 0.5 to 5.0 Ncm in intervals of 0.5 Ncm, and to select one of the three "Autoreverse" operating modes:






HLT: Auto-reverse "halt":
When the set torque value is reached, the motor stops without counterclockwise
rotation.
STD: Auto-reverse "standard":
When the rotary instrument reaches the set torque limit, the motor runs
counterclockwise (Reverse) until the motor is stopped by the operator. Once
activated again the motor will rotate in clockwise direction (Forward).
SPC: Auto-reverse "special" :
When the rotary instrument reaches the set torque limit, the motor runs
counterclockwise (Reverse) to release the instrument. Once the rotary instrument is
released, the motor automatically shift to rotate in clockwise (Forward) direction
again.

Setting of parameters in «ROTARY» mode:

To switch between programs, use the «-» PROG. «+» buttons respectively. The
program function will vary in a cyclic pattern, so that a single clicking is required to
shift from program 1 (ROTARY 1) to program 9 (ROTARY 9) and vice versa.

To decrease / increase the speed of the motor rotation (SPEED parameter), use the
«-» SPEED «+» buttons respectively.

To decrease / increase the torque limit (TORQUE parameter), use the «-» TORQUE
«+» buttons respectively.
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To calibrate the micromotor-handpiece, short press (< 3 sec.) the «-» SPEED «+»
buttons simultaneously.
To enable or disable the auto-calibration, press and hold down the «-» SPEED «+»
buttons simultaneously for 3 seconds or more.
To change the "Auto-reverse" mode, use the «AUTOREV» button. The "Autoreverse" function will vary in a cyclic pattern: HLT-STD-SPC-HLT, etc.

Briefly press the "+" or "-" buttons for a step change in the desired parameter, or press and
hold the button for faster parameter changes in the range of the valid values. All the
settings are automatically saved and remain constant until changed by the user.
Attention! The maximum allowed torque limit value depends on the predetermined rotary
instrument rotational speed set, and vice versa. The higher the speed, the lower the torque
limit value can be set.

The following plot (Figure 20) presents the range of the maximum torque limit versus the
instrument's rotation speed:
Fig.21

5.2.2. Use in "ROTARY" mode
Attention! Before working in the «ROTARY» mode, please refer to the manufacturer's
recommendations for the Ni-Ti rotary instrument used, to adjust their proper programming
and use.
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Starting the motor is carried out by either:

Briefly pressing the «START / STOP» button, located on the micromotor-handpiece;

Pressing and holding the «START / STOP» button for 2 seconds or more;

Pressing and holding the footswitch (if available).
When the micromotor is operated, the «Forward» indicator is displayed
and the motor starts to rotate clockwise (example on fig.22).
Upon reaching 75% of the specified torque limit, an intermittent beeping
sound will be heard.
Upon reaching the predetermined torque limit value, the chosen "Autoreverse" mode will automatically be triggered. In such a case the motor
will rotate in counterclockwise direction, accompanied by a frequent loud
"ratchet" sound and the "Reverse" indicator will be displayed.

Fig.22

Stopping the motor is carried out by either:

At any time by repeatedly pressing the «START / STOP » button on the micromotorhandpiece;

When the «START / STOP » button is released (in case of retentional operation);

When a footswitch is released (if available);

Automatically by the idle motor rotation for more than 10 consecutive minutes;

When the "Auto-reverse" HLT mode is triggered automatically (see p. 5.2.1. above)
Once the motor is stopped, the «Forward» / «Reverse» indicator in the display will turn off.
Notes:
Precautions during use:

Do not move the control unit during operation.

Do not connect or disconnect the handpiece cable and / or the micromotor-handpiece
itself from the control unit while the micromotor is running.

Never touch rotary instruments while they are still rotating.

Do not engage a rotary instrument to or disengage it from the handpiece-head
when the micromotor is running.

Make sure that the irrigation tube is not embedded into the ZipperLine LEMO cable,
especially if it still contains potentially harmful solutions, to avoid dripping.
Upon completion of the clinical procedure:
1. Switch off the device by pressing and holding the «POWER» button for 2 seconds.
2. Disconnect the rotary instrument from the handpiece-head.
3. Disconnect the micromotor-handpiece from the LEMO cable, and disconnect the
head from the micromotor-handpiece.
4. Lubricate the handpiece-head through its adapter, using the designated oil-spray
nozzle adapter, making sure to lubricate until clear oil comes out of the other end.
Then disinfect and sterilize the handpiece-head.
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5.

Clean and disinfect any tools which may require such procedures, according to the
manufacturer's instructions and standard procedure, including the device and its
accessories.

5.3. The device power off:
A power failure occurs:

Automatically 30 minutes after the last activation of the control panel, when
the motor is not rotating;

By pressing and holding the «POWER» button for 2 seconds;

Automatically when the batteries discharge below the critical level (<10%).
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6.

LUBRICATION OF THE HANDPIECE-HEADS

Lubricating the “SAF SYSTEM" and "ROTARY"
handpiece-heads should be carried out before each
sterilization cycle (Fig. 23).

Fig.23

A designated rubber oil-spray nozzle adapter is
supplied with the device, to be used with a standard
oil spray, and should be used for the handpieceheads after each use.







Install the designated rubber adapter on the
aerosol oil-spray nozzle and fully insert the
head adapter's rod into the available adapter's
aperture (see Fig. 22).
Lubrication of the handpiece-head should be carried for about 1-2 seconds until oil
starts to flow out of the holes of the handpiece head. Hold the head securely during
lubrication, using a dry towel or tissue paper.
During lubrication, it is advised to use the standard tools to avoid infection transfer,
including gloves, eye protection and a mask.
Before re-installing a lubricated head into the handpiece socket, carefully remove all
the excess oil from it.

Attention! Refrain from lubricating the micromotor-handpiece or other components of the
device.

7.

STERILIZATION AND DISINFECTION

All accessories that are subject to direct contact with oral fluids, mucous membranes and
dental tissues of the patient have to be cleaned and sterilized. Other parts and surfaces of
the device have to be disinfected with the subsequent use without sterilization.
Notes:

Follow the maintenance and/or sterilization instructions before the first use of
the supplied accessories.

Avoid the use of cleaning agents and disinfectants containing inflammable
substances. If unavoidable, ensure that the inflammable substances have
evaporated and that there is no combustible product on the device and
accessories before operation.

Refer to the concentration and contact time recommended by the manufacturer
of the disinfectant.

Use a disinfectant with tested effectiveness (e.g. DGHM certification or CE mark)
or which is in compliance with any standard required by the national regulations.
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7.1. Cleaning and sterilization:
Sterilizable accessories:






"SAF SYSTEM" handpiece-head with adapter;
"ROTARY" handpiece-head with adapter;
Removable pump cassette with silicone tubing;
Disposable silicone tube for irrigation with a luer connector and a silicone grip;
Irrigation bottles with standard caps and active cap

Sterilization of specified accessories should be carried out before the first use of the
device, and after each patient, in order to avoid cross-contamination.

Instructions for re-treatment of the multiple use medical products
Instruction № 1
Manufacturer: CJSC GEOSOFT DENT (Russia)
Product: Removable pump cassette with silicone tubing GЕ20R.300.000
ATTENTION

__

Restrictions during the
retreatment

Maximum admissible number of sterilization cycles - 20

INSTRUCTIONS
Place of use

Dental office or sterilization room

Protection

No special requirements. It is recommended that the
product be used as soon as possible after being treated.

Preparation for disinfection

No special requirements. Disassembly should be avoided

Cleaning/ disinfection
automatic

Not applicable

Cleaning/
manual

1*. If the pump cassette has not been clinically used with
sodium hypochlorite, disinfect the inside of the tube by
rinsing sodium hypochlorite by the regular activation
mechanism of the pump, for no less than 30 seconds.
Sodium hypochlorite should be pumped into the inlet-side

disinfection
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of the tube, from a secured bottle containing sodium
hypochlorite. The outlet-side of the tube should be
inserted into a receptacle, to avoid liquid spillage. Rinsing
the system should then be done by continuously pressing
the «RINSE» button on the «EndoStation-mini™» control
panel for 30 seconds.
* If during the use of a product sodium hypochlorite
solution was used as an irrigant, this step is unnecessary.
2. Rinse the pump cassette with distilled water for no less
than 30 seconds. Distilled water should be pumped into
the inlet-side of the tube, from a secured bottle containing
distilled water. The outlet-side of the tube should be
inserted into a receptacle, to avoid liquid spillage. Rinsing
the system should then be done by continuously pressing
the «RINSE» button on the «EndoStation-mini™» control
panel for 30 seconds.
Drying

If the product is not used close to its' autoclaving, and is
stored between uses, it is advised to dry the inside of the
tube. Drying should be done by drawing air into the tube
for 30 seconds. The inlet-side of the tube should be in the
free air (not immersed in liquid), in order to draw clean air
into the pump cassette. The outlet-side of the tube should
be inserted into a receptacle, to avoid liquid spillage. Airdrying the system should then be done by continuously
pressing the «RINSE» button on the «EndoStation-mini™»
control panel for 30 seconds.

Inspection, technical
maintenance and trial

No special requirements

Transportation

During sterilization of a product in the sterilization room,
for the transportation of a product place it into any
lockable and sterilizable box.

Packing

It is recommended to pack the product into a sterilization
pouch (craft-pouch)

Sterilization

Steam sterilizer (autoclave). Pressure – 0,1 MPa, operating
temperature - 120-122 ºС (248-252 ºF). Sterilization time –
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20 min.
Storage

No special requirements

Additional information

__

Manufacturer’s details

CJSC "Geosoft-Dent" , 129090, Building 5, Ap.6-a, 2-nd
Troitsky per. ,Moscow , Russia

Instruction № 2
Manufacturer: CJSC GEOSOFT DENT (Russia)
Product: Micromotor-handpiece heads "SAF SYSTEM" (RDT3-NX) and "ROTARY"
(GЕ20R.120S.000, GЕ20R.115.000, GЕ20R.116.000)

ATTENTION

1. The product should be lubricated regularly by an aerosol
oil-spray with a lubricant designated for dental handpieces.
Use an oil-spray with lubricant as per the manufacturer’s
instruction. The SAF handpiece head (RDT3) should be oiled
after every clinical procedure, to avoid corrosion damage
by effective irrigants. Lubrication should be carried through
a designated well-fitted oil-spray nozzle, to assure that the
oil reaches the far-end of the handpiece head, after passing
through its entire mechanism.
2. Do NOT expose the product to ultrasonic cleaning
("ultrasonic bath") with a disinfection solution. Cleaning /
disinfection of the product by dipping it into a washing /
disinfection solution is strictly forbidden.
3. Do NOT autoclave the product at a temperature higher
than 135 ºС. It is forbidden to carry out air or chemical
sterilization of the product.

Restrictions during the
retreatment

Maximum admissible number of treatment cycles - 250

INSTRUCTIONS
Place of use

Dental office or sterilization room
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Protection and
transportation

No special requirements. It is recommended to use the
product as soon as possible after it is treated.

Preparation for
decontamination

No special requirements. Disassembly is not needed

Cleaning/ disinfection
automatic

Not applicable in this case

Cleaning/ disinfection
manual

Wash the handpiece head with warm water, clean its
surface with a soft brush, and then wipe it with a clean
cloth or a cloth soaked with some ethanol.
Lubricate the product after each surface cleaning.
It is forbidden to dip the product into a washing /
disinfection solution.

Inspection, technical
maintenance and trial

Lubrication is needed.
Lubrication
It is recommended to use a standard aerosol container with
a lubricant for dental devices and the designated rubber
adapter that is included in the package.
1. Install the designated rubber adapter on the aerosol oilspray nozzle and fully insert the handpiece head's adapter
rod into the available adapter's aperture.
2. Lubrication of the handpiece-head should be carried for
about 1-2 seconds until the oil starts to flow out of the
holes of the head. If the oil that comes out of the far-end of
the handpiece head is dark or contains particles – continue
lubricating until clear oil come out.
3. Securely hold the head during lubrication, using a dry
towel. It is advised to use standard measures to avoid
infection transfer during the lubrication process, including
gloves, eye protection and a face mask.
3. Before re-installing a lubricated head into the handpiece
socket, carefully remove excess oil from it.

Packing

It is recommended to pack a product in a sterilization
pouch (craft-pouch)

Sterilization

Steam sterilizer (autoclave). Pressure – 0,2 MPa, operating
temperature - 132±2 ºС (270±3 ºF). Sterilization time -20±2
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min.
Drying

Dry the product at room temperature to a complete
moisture disappearance

Storage

No special requirements

Additional information

__

Manufacturer’s details

CJSC "Geosoft-Dent" , 129090, Building 5, Ap.6-a, 2-nd
Troitsky per. ,Moscow , Russia

Instruction № 3
Manufacturer: ReDent Nova Ltd. (Israel)
Product: Disposable silicone tube for irrigation with a luer connector and a silicone grip
ATTENTION

The disposable silicone irrigation tubes with a luer
connector and a silicone grip are autoclavable, but wear
during use. It is needed to replace the tube after each use.

Restrictions during the
retreatment

Maximum admissible number of treatment cycles – 1

INSTRUCTIONS
Place of use

Dental office or sterilization room

Protection and
transportation

No special requirements. The product should be used as
soon as possible after a retreatment.

Preparation for
decontamination

Not applicable in this case

Cleaning/ disinfection
automatic

Not applicable in this case

Cleaning/ disinfection
manual

Not applicable in this case
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Drying

Not applicable in this case

Inspection, technical
maintenance and trial

Not applicable in this case

Packing

It is recommended to pack a product in a sterilization
pouch (craft pouch)

Sterilization

Steam sterilizer (autoclave). Pressure – 0,2 МPа, operating
temperature - 132±2 ºС (270±3 ºF). Sterilization time - 3
min.

Storage

No special requirements

Additional information

__

Manufacturer’s details

ReDent Nova Ltd. , 15 HaTaasia St.
P.O.B 4159 Ra’anana 4365408
ISRAEL

Instruction № 4
Manufacturer: CJSC GEOSOFT DENT (Russia)
Product: Irrigation bottles with standard and active caps

ATTENTION
Restrictions
retreatment

__
during

the

Maximum admissible number of treatment cycles - 250

INSTRUCTIONS
Place of use
Protection
transportation
Preparation for
decontamination

Dental office or sterilization room
and

No special requirements. The product should be used as
soon as possible after a retreatment.
Unscrew the cap from the bottle, to allow steam inlet
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Cleaning/ disinfection
automatic

Not applicable in this case

Cleaning/ disinfection
manual

Clean the product’s surface with a soft brush, wash with
distilled water and wipe with a clean cloth

Inspection, technical
maintenance and trial

No special requirements

Packing

No special requirements

Sterilization

Steam sterilizer (autoclave).
Pressure – 0,2 МPа,
operating temperature - 132±2 ºС (270±3 ºF). Time
sterilization - 3 min.

Drying

Dry the product at room temperature to a complete
moisture disappearance

Storage

No special requirements

Additional information

__

Manufacturer’s details

CJSC "Geosoft-Dent" , 129090, Building 5, Ap.6-a, 2-nd
Troitsky per. ,Moscow , Russia

The instructions №1-№4 above were validated by the manufacturers of the medical
product as acceptable for the preparation of a medical product for reuse. The
organization that carries out treatment should be responsible for the retreatment of
the products and use of the equipment and materials by qualified personnel, to
achieve the necessary result. The process should be validated and verified. Any
deviations from the procedure, stipulated in the instructions, should be assessed in
terms of efficiency and possible unfavorable consequences.
Attention! It is strictly forbidden to carry out any heat treatment (autoclaving, drying
ovens, sterilizers, Chemiclav, bead sterilizers, etc.) to any other components of the
device that were not listed in this section.

7.2. Disinfection:
The control unit, micromotor-handpieces, cables, power adapter and other
accessories that are not listed in p. 7.1, must be disinfected before subsequent use,
without sterilization.
Wipe the outer surface of the aforementioned parts and accessories with disinfectant
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wipes (e.g. Septol wipes). Ensure that the disinfectant solution has evaporated and
that there is no residue of combustible product on the device and accessories before
operation.
Attention! To avoid soaking of disinfectant solution into the device, it is strictly
prohibited to disinfect by immersion of parts in any solution.

8.










REPLACEMENT INSTRUMENTS AND SPACE PARTS
Endodontic instruments (SAF or Rotary) wear out upon use. Please refer to the
instructions provided by the manufacturers for information regarding use,
maintenance and replacement.
The parts of the EndoStationmini™ may wear due to usage. Proper usage will reduce
wear, but monitoring the good condition of the parts is advised, and replacement
may be required, subject to the level of wear and duration of usage. Replacement
parts can be ordered from your local supplier. It is important to use only original
parts and to repair only by an authorized technician.
The pump cassette with silicone tubing is autoclavable, even though it does not come
in direct contact with oral mucosa, dental tissues of oral fluids. The maximum
number of sterilization cycles is 20 times. The maximum duration of operation - 300
hours. Please replace upon evident wear, such as excessive or lacking dispensing of
irrigant.
The disposable silicone irrigation tubes with a luer connector and a silicone grip are
autoclavable, but wear out during use. It is needed to replace the tube after each
use. Spare silicone tubes can be ordered from your local supplier.
Batteries are worn out during use of the device. Timely replacement of the battery
unit is required when battery working life shortens. For optimum performance,
battery replacement of the battery unit may be required approximately every 2
years.
Replacing the battery unit:

Order a new battery unit from your local supplier and make sure it is suitable.

Unscrew the fixing screws on the lid of the battery unit, located on the bottom
of the control unit of the device (rotate screws counterclockwise with the
appropriate Phillips crosshead screwdriver);

Carefully remove the battery unit and disconnect the connector of the battery
unit from its mate, located on a flexible loop;

Place the new battery unit at the site of the old one, reversing the order of the
previous actions;

Turn on the power of the control unit and make sure it is working;

Connect the power adapter to the control unit and fully charge the battery
(see. 4.2.1).
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Attention! Replace the battery unit only when the device is switched off.
Do not dispose of the used battery unit in household garbage - Dispose the battery
unit in accordance with the disposal regulations established in the country in which
the device is operated.
Note: It is not advised to acquire an additional battery unit in advance, since longterm storage without usage may harm its performance characteristics.

Replacing the sealing silicone O-ring of the handpiece-head:
In case of damage to the sealing silicone ring on the head of the micromotorhandpiece, the sealing ring must be replaced.
To replace the sealing O-ring (fig.24):







Fig.24
Disconnect the head from the micromotorhandpiece;
sealing ring
Remove the damaged O-ring from the landing
slot on the rod head and remove the O-ring
from the stem;
Take a new O-ring and place it on the site of
the old one in reverse order;
Attach the head to the micromotor-handpiece.
For improved identifibility, make sure to use the correct color of sealing O-ring
– Blue for SAF, Red for Rotary.

Note: Spare parts and accessories are not supplied with the product and must be
purchased separately for an additional fee (see. Section 9 "Accessories and optional
add-ons") from your local supplier.
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9.

ACCESSORIES AND OPTIONAL ADD-ONS

№

Appearance

Description

1

EndoStationmini™ control unit (without pump cassette with
silicone tubing)

2

Micromotor-handpiece «SAF SYSTEM» with head (blue base-ring)

3

Micromotor-handpiece «ROTARY» with head (red base-ring)

4

RDT3-NX handpiece-head for the «SAF SYSTEM» handpiece with
friction fixing adapter and a blue O-ring.

5

handpiece-head for "ROTARY" handpiece (push button type) with
friction fixing adapter and a black/red O-ring

6

EHN-20ML handpiece-head for "ROTARY" handpiece (latch type)
with friction fixing adapter and a red O-ring

7

Blue sealing O-ring for the handpiece-heads with friction fixing
adapter (3 pcs)

8

Red sealing O-ring for the handpiece-heads with friction fixing
adapter (3 pcs)

9

Lubrication adapter for handpiece-heads

10

ZipperLine LEMO Cable for the micromotor-handpieces

11

Set of Disposable silicone tubes for irrigation with a luer
connector and a silicone grip for micromotor-handpiece “SAF
SYSTEM" (5 pcs)

12

Autoclavable pump cassette with silicone tubing

13

Transparent irrigation bottle (250 mL) with a standard cap

14

Active bottle cap with an insertion aperture

15

Irrigation dark brown bottle (250 mL) with a standard cap
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16

Battery unit

17

Power adapter with USB connector

18

Universal AC adapter

19

USB A - USB B standard power cable to connect to the power
adapter

20

Handpiece stand «Stand-Master»

21

Handpiece stand «Stand-Satellite»

22

Fixing element for the stands «Stand-Master» and «StandSatellite» (5 pcs)

23

Clean-stand for the stand «Stand-Satellite»

24

Foam rubber sponges for the clean-stand (∅50*10mm - 25 pcs)

25

Footswitch
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10. MAINTENANCE
Upon completion of the dental procedure and before maintenance, switch off the
control unit, disconnect the micromotor-handpieces and the cables, and remove the
instruments from the handpiece-heads.
10.1. Control Unit Maintenance
The control unit maintenance includes replacing the battery unit when its working life
is shortened. Instructions for replacing the battery unit is presented in Section 8 of
this manual.
Notes:





Do not use the control unit if it appears to be damaged or faulty.
Use only the power adapter provided by the manufacturer.
Do not expose the device to water, vapor or splashes.
Do not disassemble or modify the control unit. Violation of product integrity
eliminates the warranty.

10.2. Micromotor-handpieces Maintenance
«SAF SYSTEM» and «ROTARY» micromotor-handpieces do not require special
maintenance.
Notes:

Do not sterilize, do not lubricate and do not disassemble the micromotorhandpieces.

The micromotor-handpiece may be externally cleaned by a damp cloth or
disinfectant wipe. Do not use abrasive or corrosive cleaning materials. Do not
place micromotor-handpiece in ultrasonic sterilizers or autoclaves.

Do not sharply bend the micromotor ZipperLine LEMO cable.

Do not drop or impact the micromotor-handpiece against a hard surface, as it
is shock-sensitive. The warranty for the device does not cover damages due to
improper use.

Disinfect the ZipperLine LEMO cable by disinfectant wipes, and ensure that the
disinfectant solution has evaporated.
10.3. Handpiece-heads Maintenance
Maintenance the handpiece-heads includes:

Periodic lubrication of the handpiece-heads before sterilization (see Section 6);

Replacement of the sealing silicone ring when it is worn out (see Section 8).
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10.4. Irrigation system Maintenance





At the end of each working day, fill the bottle with clean water and rinse the
irrigation line for 30 seconds of operation. Pumping air into the irrigation line
in order to dry it before storage is advised. Wash and dry the bottles. If you
store Sodium Hypochlorite in its bottle, do so in a cold and dark place,
preferably in the dark-brown bottle (optional accessory) and check to make
sure no visually-apparent crystallization of the irrigant occurred.
Replace the pump cassette with a silicone tube as it wears (after 300 hours of
operation and / or 20 sterilization cycles – whichever comes first).
Replace the disposable silicone irrigation tube with a luer connector and a
silicone grip after use.
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11. TROUBLESHOOTING
If the device does not operate properly, please review the checklist below in order to
exclude any user errors before contacting your local supplier.
Problem

Possible cause

Failed to switch on the
power of the device

Product’s power
disconnected
spontaneously

Batteries are charging too
fast, but the duration of
use of the device until the
battery discharges
declined sharply

Batteries are not charged

Micromotor-handpiece
connection error
(display message Er 01)

Solution

The battery is exhausted
below the critical level
Missing or disconnected
battery unit
The battery unit is
defective
The power saving function
is activated after 30
minutes of inactivity
The battery is exhausted
below the critical level
Battery life is exhausted.
The battery unit is not
suitable for operation

Charge the battery

Poor contact between the
control unit, cable USB A USB B and / or power
adapter
Faulty grid voltage

Check the connecting cable USB A USB B to the control unit and with
power adapter

The USB A - USB B cable is
damaged
The power adapter is
faulty
The micromotorhandpiece is not
connected to the control
unit
Poor contact between the
control unit, LEMO cable
and / or the micromotorhandpiece
LEMO cable damaged
The
micromotorhandpiece is defective
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Check for and correct the
connection of the battery unit
Replace the battery unit or contact
customer service
Turn on the power and continue
working
Charge the battery
Replace the battery unit

Check the grid voltage and assure
proper electricity supply
Replace the USB A - USB B cable
Replace the power adapter or
contact customer service
Connect the micromotor-handpiece
to the control unit

Check the connecting LEMO cable
to the control unit and to the
micromotor-handpiece
Replace the LEMO cable or contact
customer service
Replace the micromotor-handpiece
or contact customer service
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Handpiece Calibration
error
(display message Er 02)

When operating in «SAF
SYSTEM» the irrigation
system is not working

High resistance to the
handpiece-head rotation

High resistance of the
micromotor
rotation,
Defective micromotor
The pump cassette is
improperly installed in the
mounting seat
The peristaltic pump is
damaged
No / bad connection
between the irrigation
lines
The disposable irrigation
tube is damaged
The connected SAF system
file is damaged (damaged
irrigator adapter)
The rinsing liquid flow rate
is set to 0 mL/min
The irrigant bottle emptied
upon usage
Too high torque limit set in
the settings for the given
rotary instrument
Worn-out files were used

When operating in
«ROTARY» mode,
instrument breakage
occurred
The handpiece-head with
the adapter rotates too
easily or rotates
spontaneously at its
connection with the
micromotor-handpiece
Presence of
uncharacteristic noise
from the handpiece-head
(crack, rattle)
The control unit does not
react to pressing of the
buttons

The sealing silicone ring on
the head is damaged

Calibrate
the
micromotorhandpiece without the head. If the
calibration was successful lubricate, clean the head and
repeat the calibration. If still faulty
– replace the handpiece-head.
Replace the micromotor-handpiece
or contact customer service
Lock the head in the receiving hole
pump, slightly turning it in
clockwise direction until it clicks
Contact customer service
Check the connection between the
tubes and the luer connectors
Replace the disposable silicone
tube and / or the pump’s head with
a tube
Replace the Self-Adjusting File

Set the irrigant flow in the range of
1 to 9 mL/min
Fill more irrigant into the irrigation
bottle
Reduce the torque limit. Refer to
the
rotary
instrument’s
manufacturers' recommendations
Use new files, according to the
manufacturer's instructions
Replace the sealing silicone ring on
the head

Defective handpiece-head

Replace the handpiece-head or
contact customer service

The program freezes

Restart the program - Use any thin
object (such as a needle) to click
the «Reset». The program should
reset. Otherwise contact customer
service.
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12. TECHNICAL / PERFORMANCE DATA
EndoStationmini™
Model / Type
Manufacturer
Global distributor
Power supply
Display
Dimension/Weight

Device protection
Applied component type
Conformity
"SAF SYSTEM" Mode
Micromotor rotational speed
Irrigant flow rate
Timer
Irrigant flow rate in "rinse" mode
"ROTARY" Mode
Micromotor rotational speed
Stabilization
accuracy
predetermined
by
rotation
speed under load
Torque limit
Standby time in operational
mode till automatic power-off
Power adapter
Input voltage
Output voltage
Ambient conditions
Operating temperature
Storage temperature
Atmospheric pressure
Altitude

EndoStationmini™
CJSC "Geosoft-Dent", 129090, Building 5,Ap.6-a,
2-nd Troitsky per., Moscow, Russia
ReDent Nova Ltd. 15 HaTaasia St. P.O.B 4159 Ra’anana
4365408, ISRAEL
2 Li-Po batteries (2 х (3.7V, 700 mAh))
Monochrome LCD (66х66 mm)
Control unit: (268х110х113) ±10 mm / 450 g
Micromotor-handpiece "SAF SYSTEM": 168 х Ø 22,5 mm /
95 g
Micromotor-handpiece "ROTARY": 158 х Ø 22,5 mm / 90 g
Class II
В
EN 60601-1:2006, EN 80601-2-60:2012, EN 60601‐1‐2:2007
3 programs
3000 to 9500 rpm (step 500 rpm) with an accuracy of ± 10%
0 to 9 mL/min (step 1 mL/min) with an accuracy of ± 30%
(in range 1-2 mL/min) and ± 15% (in range 3-9 mL/min)
00.00 to 99.59 min (step 1 sec)
20 mL / min
9 programs
200 to 1000 rpm (step 50 rpm) with an accuracy of ± 10%
±15%

0.5 to 5.0 Ncm (step 0.5 Ncm) with an accuracy of ± 20%
30 ± 0,5 m

(100-240) V, ~50/60 Hz, 0.3A
5V; 1А
+10 to +40°C (10% to 70% relative humidity non
condensing)
-20 to +70°C (10% to 70% relative humidity non
condensing)
500 to 1060 hPa
≤ 2000 meters (6500 feet)

Note: Not suitable for use in presence of flammable anesthetics or oxygen.
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13. DISPOSAL AND RECYCLING
As The EndoStationmini™ falls under the category of electric/electronic equipment, the
unit must be disposed of according to a specialized procedure for collection, pick-up and
recycling or destruction (In the European market this is with reference to Directive
2002/96/EEC of 27.01.2003).
As soon as the unit reaches the end of its life cycle, it is strongly recommended to
contact the local supplier to obtain information on how to proceed.

14. WARRANTY



Important – please read this limited warranty carefully to understand your rights and
obligations.
The manufacturer hereby certifies the correct construction of the product, use
of top-quality materials, performance of all the required testing, and product
compliance to pertinent laws and regulations in force.
1.

2.

3.
4.
5.

6.

7.

8.

9.

Warranty period of the device use is 12 months since the day of sale, but not
more than 18 months since the day of manufacturing (excluding the items
defined in p.2-4 below).
Warranty period for the battery supplied with the product and ZipperLine LEMO
Cable is 6 months from the day of sale, but not more than 18 months since the
day of manufacturing.
Working life for the pump cassette with a silicone tube covers up to 300 working
hours, or 20 sterilization cycles – whichever comes first.
Warranty for the glass bottle will cover functionality only, not breakage, for a
period of 3 months from the day of sale.
The user has the right to request assistance under warranty only during the
warranty period and only subject to notifying the manufacturer of the defect in
writing within 2 months from the date the defect is noticed.
This warranty covers only replacement or repair of single components or
pieces affected by manufacturing defects, excluding all expenses for visits by
technical personnel and packing expenses.
This warranty does not extend to damage or breakdowns attributable to
incorrect maintenance, incorrect power supply, negligence, and/or unskilled
handling. The warranty does not cover problems attributable to the user’s
negligent failure to perform ordinary maintenance (see Instructions for Use).
This warranty does not provide for any compensation for direct or indirect
damages of any kind to persons and/or issues attributable to the inefficient
operation of the unit.
This warranty shall automatically be void if the unit is repaired, modified, or in
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any manner tampered with by the user or by unauthorized third parties.
10. For repairs under warranty, the user must contact only the local supplier or the
manufacturer’s authorized service centers, or the manufacturer itself. When
shipping the unit for repair, it is the user's responsibility to ensure that the
package is in perfect condition or in any case suitable for safely shipping the unit.
11. Controversies regarding application of the warranty or the quality or condition of
the devices supplied shall not grant the purchaser the faculty to suspend
payment for the devices, in full or in part by installment.
12. The purchaser shall have no right to request compensation for device downtime.
13. This warranty expressly excludes defects:
a) Caused by damage during shipping.
b) Which are not attributable to manufacturing defects but rather to normal
wear caused by proper use of the device (and in particular, calcification and
wear of the parts subject to wear).
c) Caused by atmospheric events such as (for example) lightning, by fires, and
by humidity and generally at any other situation or event not directly
attributable to the manufacturer.
14. This warranty does not cover the transportation costs from the End-User to the
Distributor.
15. The warranty has validity only if accompanied by the billing document proving
date of purchase of the product.

Note: The manufacturer has the right to modify the device and/or the "Instructions for Use"
manual without prior notice.
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15. SERVICE FORM
In case your device is defective, please return it to the manufacturer through your local
sales representative and include the following information:
Name:
Street + Street no.:
Postal code:
Province:
Country:
Telephone:
Fax:
E-mail:
Contact person:
Device purchase date:
Device purchase location
(e.g. dealer, sales rep., etc.):

Please clean and disinfect the device before returning it, and include all accessories. Make
sure that no irrigant or irrigant-residue is left in the bottle or in the irrigation line.

16. ELECTROMAGNETIC COMPATIBILITY






The device requires special precautions to be taken with regard to electromagnetic
compatibility. It must be installed and prepared for use as described in chapter 4.
Certain types of mobile telecommunication devices, such as mobile telephones, are
likely to interfere with the device. The recommended separation distances in this
paragraph must therefore be complied with.
The device must not be used near or on top of another device. If this cannot be
avoided, its operation under the conditions of use must be checked beforehand.
The use of accessories other than those specified or sold by "Geosoft Dent" as
replacement parts may have the consequence of increasing the emissions or
decreasing the immunity of the device.

16.1. Electromagnetic Emissions
The device is intended for use in the electromagnetic environment specified in the
table below. The user and/or installer must ensure that the device is used in such an
environment.
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Emission test

Conformity

Electromagnetic environment – guidance

RF Emissions - CISPR11

Group 1

The device uses RF energy only for its internal
function. Therefore, its RF emissions are very low
and are not likely to cause any interference in
nearby electronic equipment.

RF Emissions - CISPR11

Class В

Harmonic current emissions EN 61000-3-2

Class A

The device is suitable for use in all
establishments,
including
domestic
establishments and those directly connected to
the public low voltage power supply network
that supplies buildings used for domestic
purposes.

Voltage
fluctuations/flicker
emissions EN 61000-3-3

Conforms

16.2. Electromagnetic Immunity
The device is intended for use in the electromagnetic environment specified in the table
below. The user and/or installer must ensure that the device is used in such an
environment.
Immunity test

Electrostatic discharge
(ESD) EN 61000-4-2

Test level EN
60601-1-2

Compliance
Level

± 6 kV contact

± 6 kV contact

± 8 kV air

± 8 kV air

Electromagnetic environment guidance
Floors must be wood, concrete,
cement or tiled.
If floors are covered with synthetic
material (carpet, etc.), the relative
humidity must be at least 30%.
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Burst/Fast Transient
EN 61000-4-4

Surge EN 61000-4-5

Voltage dips, short
interruptions and
voltage variations on
power supply input lines
EN 1000-4-11

Power frequency
magnetic field EN
61000-4-8

±2 kV for
scheme “wireto-wire»

±2 kV for
scheme “wireto-wire»

±1 кВ – for
input/output
lines

±1 кВ – for
input/output
lines

±1 kV for
scheme “wireto-wire»

±1 kV for
scheme “wireto-wire»

±2 кВ for
scheme “wireto- ground»

±2 кВ for
scheme “wireto- ground»

<5 % Un (>95
% voltage dip
in Un) for 0.5
periods

<5 % Un (>95 %
voltage dip in
Un) for 0.5
periods

40% Un (60 %
voltage dip in
Un) for 5
periods

40% Un (60 %
voltage dip in
Un) for 5
periods

70% Un (30 %
voltage dip in
Un) for 25
periods

70% Un (30 %
voltage dip in
Un) for 25
periods

<5 % Un (>95
% voltage dip
in Un) for 5
seconds

<5 % Un (>95 %
voltage dip in
Un) for 5
seconds

3 А/m

3 А/m

V. 10/11/2015 - En

Mains power quality should be that
of a typical commercial or hospital
environment (hospital, clinic).

Mains power quality should be that
of a typical commercial or hospital
environment.

Mains power quality should be that
of a typical commercial or hospital
environment. If the user of the
device
requires
continued
operation during power mains
interruptions, it is recommended
that the device be powered from
an uninterruptible power supply or
a battery.

Magnetic power frequency fields
should be that of a typical
commercial or hospital environment.
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Note: Un is the mains voltage in AC before applying test level

16.3. Electromagnetic Immunity / Radiofrequency Mobile Equipment
The device is intended for use in the electromagnetic environment specified in the
table below. The user and/or installer must ensure that the device is used in such an
environment.
Immunity test

Test level EN Compliance
60601-1-2
Level

RF conducted EN 61000- 3 V from 150
4-6
kHz to 80
MHz

3V

Electromagnetic environment - guidance

Portable and mobile RF communications
equipment should be used no closer to any
part of the device, including cables, than
the recommended separation distance
calculated from that equation applicable to
the frequency of the transmitter.
Recommended separation distance:
d = 1,2 √Р (from 150 kHz to 80 MHz)

RF radiated EN 61000-4- 3 V/m from
3 V/m
3
80 MHz to 2.5
GHz

d = 1,2 √Р (from 80 MHz to 800 MHz)
d = 2,3 √Р (from 800 MHz to 2.5 GHz)
where: P - the maximum output power
rating of the transmitter in watts (W)
according to the transmitter manufacturer
and d - the recommended separation
distance in meters (m)

Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey, should
be less than the compliance level in each frequency range. Interference may occur in the vicinity of
equipment marked with the following symbol:
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16.4. Recommended Separation Distances
The device is intended for use in an electromagnetic environment in
which radiated radiofrequency disturbances are controlled.
The device user and/or installer can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile radiofrequency
communications equipment emitters and the device, according to the maximum
output power of the equipment, as recommended in the table below.

Rated
maximum
output
power of
transmitter
(W)

Separation distance according to frequency of the transmitter (m)

from 150 kHz to 80 МHz

from 80 MHz to 800 МHz

from 800 MHz to 2,5 GHz

d = 1,2 √Р

d = 1,2 √Р

d = 2,3 √Р

0,01

0,12

0,12

0.23

0,1

0,38

0,38

0,73

1

1,2

1,2

2,3

10

3,8

3,8

7,3

100

12

12

23

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be determined using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer.
Notes: (1) At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
(2) These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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17. MANUFACTURER'S LIABILITY
The manufacturer is not liable if:

The manufacturer's installation recommendations have not been followed
(supply voltage, electromagnetic environment, etc.).

Repairs or other works have been done on the device by persons not authorized
by the manufacturer.

The device has been used when connected to an electrical system that
does not comply with current regulations.

The device has been used in ways other than those specified in the Instructions
for Use (IFU) manual.

Accessories (handpieces, irrigation lines, etc.) other than those supplied by
"Geosoft Dent" have been used.

The instructions in this document have not been followed.
Note: The manufacturer reserves the right to modify the device and/or the
Instructions for Use manual without notice.

18. REGULATIONS
This medical device is classified as class IIa according to the European Directive relevant
to Medical Devices currently in force. This equipment is manufactured in compliance
with the current EN 60601‐1:2006 standard.
This equipment has been designed and manufactured according to an ISO 13485 certified quality assurance system.
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Certificate of acceptance

The serial number of the basic units of the device:
- Control unit
- Micromotor-handpiece "SAF SYSTEM"
- Handpiece-head "SAF SYSTEM"
- Micromotor-handpiece "ROTARY"
- Handpiece-head "ROTARY"
- Battery unit
- Irrigation pump cassette
Manufacturing date
Version
Controller

Manufacturer's stamp

Sales mark

Date of sale
Seller

The local supplier's stamp
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