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La casa costruttrice declina ogni responsabilita per le possibili inesattezze contenute nel presente manuale, imputabill ad errori di
trascrizione e si riserva if diritto di apportare ai propri prodotti quelle modifiche che ritenesse necessarie o utili, senza pregiudicarne
le caratteristiche essenziali.

Da conservare per futuri riferimenti.
- The manufacturer declines all and any responsibility for possible inexactitudes due to typing errors contained in this manual and

..reserves the right {o modify his products without changing their main characteristics, if he considers such modifications necessary
or useful.

To be preserved for future consultation.
" La fabticant décline toute responsabilité pour les possibles inexactitudes contenues dans ce manuel, imputables & des erreurs de

transcription ou traduction et se réserve le droit de madifier ses produits, sans modifier les caractéristiques essentielles, 8'il le
considére necessaire ou utile.

A conserver pour I'éventuelle consultation future.
El fabricante declina toda responsabitidad por las inexactitudes que pudiera contener el presente manual, imputables a errores de

transcripcion y se reserva el derecho de aportar a sus productos las modificaciones que considere oportunas o necesarias sin
perjudicar las caracteristicas esenciales de los mismos.

Conserven este manual para futuras consultas.

Tutti § componenti in poliuretanc prodotti da Tecnodent sono:
All polyurethane parts produced by Tecnodent are:
Tous les composants en polyuréthane produits par Tecnodent sont :

Todos los componentes de poliuretano producidos por Tecnodent son:

HCFC / Free
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Operating instructions

1. INTRODUCTION

1.1. DEFINITIONS.
This manual adopts the following graphic and linguistic conventions.
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Contains important information, which should be highlighted with respect to the text.
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Before conducting certain procedures, this message may be displayed. If not observed, it could cause
damage to the equipment.

>

WARNING.

Before conducting certain procedures, this message may be displayed. If not observed, it could cause
damage to the operator and the equipment.

>

Double function control(s).
Foot operated switches which control the muftiple chair functions, depending on how they are activated. For example, continuous
activation: manual chair movement; short activation (tap): automatic movement of a pre-programmed working position,

Synchronized movement,
Simultansous and interdependent positioning of the chair parts, which may be activated in an automatic or manual setfing (e.g.,
raising the chair and simultaneously leaning the backrest).

Compensated movement,
Position variation of two chair parts acted by a metion system which takes into consideration ergonomic needs {e.g., backrest
leaning movement).

PCB.

Electronic card (printed circuit board).
CN.

Efectric connector.
PWR.,

Power supply.

LED.
Light-emitting diode.

1.2. GENERAL WARNING.

Upan.user request, Techodent agrees 1o provide ciréuit diagrams, list of component parts, calibration instructions or other infor-
‘mation available, which will assist the user's technical personnel to conduct repairs of those parts of the chair which are considered
repairable by the manufacturer.

WARNING.
.= ' The manufacturer will accept responsibility for the safety, reliability and performance of the equipment

on the following conditions:

A ¢ The installation operations, modifications or repairs have been performed by authorised personnel;
* The electrical system of the installation site conforms to the legal regulations and standards;
» - The equipment is used in accordance with the operating instructions.

NOTE.

N Please note that in accordance with Art. 14 of EEC Directive 85/374 “Respansibility for damages arising from de-
°/¢é fective products” implemented in ltaly by Decreto del Presidente della Repubblica on May 24, 1988, n. 224: “Right
to compensation shall cease at the expiration of ten years from the day the manufacturer or the importer within the

El} Nations has first marketed the product, which has caused the claimed damage”.

1.3. DOCUMENTATION PURPOSE.

This manual shows the ECO.next and ECC.LUX chairs and contains information regarding thair correct use, functions, perfor-
mances, maintenance, troubleshooting and corresponding solutions.
This manual is intended for the final user, the professional that uses the equipment to perform his job.

— 20 -



Operating instructions

1.4. DOCUMENT KEEPING.

This manual Is part of the equipment and must be conserved until its disposal.
it should be stored in a protected location, but near the device, for prompt usage If necessary; if this documentation is lost, the
user should request a replacement copy.

1.5. LIMITATION OF RESPONSIBILITY.

The Manufacturer must be relieved of any responsibility in the following cases:

* & & ¢ © 2 % B3 O

Improper use or usage by unirained personnel for professional use;

Use contrary to the applicable standards;

Improper Installation, If it Is not specifically included in the supply contract;
Power supply failure or defects;

Lack of maintenance or servicing;

Unauthorised modification or interventions;

Use of non-original spare parts, or not model-specific;

Failure to comply with the instructions (even partially);

Exceptional events.

1.6. TRANSPORT AND STORAGE.

The equipment, if contained In its orlginal packaging, may be exposed for a period of no more than 5 weeks to environmental
conditions within the following ranges:

Min Max
Temperature -40° C +70°C
Relative humidity (condensation included) 10% 95%
Atmospheric pressure 500 hPa (mbar) 1060 hPa (mbar)

1.7. PACKING DISPOSAL.

All materials used for packaging are recyclable and respect the environment:

L]
*
*

Wooden pallet with fumigation treatment;
Cardboard box;
Polythene film or bubblewrap.

Please deliver the packing to an authorized landfilt, for the recovery of these materials.

1.8. END-OF-LIFE EQUIPMENT DISPOSAL INFORMATION.

- 2002/96/EEC and 2003/108/EEC, conceming the reduction of hazardous substances in electric and electronic equip-

According to the article 13 of D.gs. no. 151, dated July 25", 2005, “Implementation of the Directives 2002/95/EEC, E/
——

ment, as well as waste disposal’, and subsequent modifications such as D.lgs. no. 49, dated March 14, 2014, “Impla-

‘mentation of the Directive 2012/19/EEC concerning waste of electric and electronic eguipment”, Tecnodent states as

follows.

This symbol, placed in the identification label, indicates that the product at the end of its useful life must be disposed sepa-
rately from other waste.

The separate collection of end-of-life equipment Is organized and managed by the manufacturer. The owner who wishes to
dispose this equipment should contact the manufacturer or one of its representatives to allow separate collection of this end-
of-life equipment,

-~ The-correct separate collection for recycling, processing and environmentally friendiy disposal helps avolding potential ad-
verse effects on human health, and promotes reuse and recycling of the equipment materials.

lllegal disposal of the préduct by the owner will lead to penalties, as determined by the laws in force.

If the product is placed out of use at the end of its working Iife, it is necessary to definitely put it out of service, by disconnecting
the plug from the socket and cutting the power supply cable.

-1 =



Operating instructions

2. EQUIPMENT DESCRIPTION

2.1. INTENDED USE.
The product described by this manual is a dental patient chair.

The equipment is designed for lifting and holding the patient in a proper working position during dental diagnosis or therapy.
The chair can be also suitable for more generic use, in relation to the basic positioning of the patient. In case of any doubt, contact

the manufacturer for further details.

It can be used by specialists in private clinics, hospital structures, specialized wards.
The apparatus requires the use of a compliant electrical installation, as specified in the
usage in close proximity with devices which monitor patient vital functions.

section “installation”. It is not advised for

Essential performance of the device is holding the patient in any normal use situation, in fault condition too.

WARNING.

The equipment was developed and manufactured only for dental use. It can be also utilised for different

It is furthermore prohibited to perform any modification of the equipment or its parts, without explicit written

A generic fields. For more information, ask the manufacturer.

authorization of the manufacturer.

2.2. GENERAL FEATURES.

— sl —
2o S ot ST
2.2.1. Basic version.
A patient chair model ECO.next gJE'C'O.LUX presents the following functions:
~ 79 =>e  Completely electromechanical seat lifting/lowering and backrest tilting movements:
n * Compensated backrest tilting, up to the horizontal position:
¢ Anatomical narrow backrest;
o ELLE 2 MOBILE type headrest;
e Complete symmetry, for right-handed and/or left-handed professionals;
P T Safety STOPS on the backrest, on the base and on the lifting arm;
" e Return to patient exit (*zero”) position automatic programme;
*  Rinse position automatic program;
e  Low voltage controls (5 V).

2.2.2. Accessories.
The chairs can also be equipped with different accessories, depending on the working
comfort needs of the patient to be treated. In detail, the following options are available:
o “UNI tappezzato” type headrest;
e Anatomical large backrest;
s  Magnetic pillow model C95;
¢ Magnetic pillow model C2002;
* Right or left armrest(s);
e Device for rotation around the vertical axis, installed under the seat;
»  Device for programming three different working positions;
¢  Trendelenburg movement;
e  Foot control, on the base;
e  Mobile foot control;
¢ Infra-red remote control.
The operation and the performance of these accessories are described in chapter 7.

2.3. WARRANTY.

NOTE.

+

"—/Vf"/’«:) B e E s

needs of the professional, as well as the

Q?% Upholstery damage caused by contact with clothes or clothing accessories (ex: belts) having metal, sharp, pointed

or similar parts will not be replaced under warranty.

CAUTION.

The use of disinfectants or detergents with a strong alcoholic content on the apparatus damages the sur-
face of the product, especially the upholsteries.

e = . - (._:"/‘.‘—_' 20 B J e oy :
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2,4. IDENTIFICATION AND LABELLING.

The identification label is placed In the base of the chair under the seat. It indicates the chair model, serial number and other
information. Figure 1 highlights the label position and a facsimile.

TECN@DENT ceu prepi

TECN@DENT c € S S,

ERGONOMIC INNOVATION

ECO.next [ an :@f*@

[sN] 000000 00 A -
VOLT: 230V ~  FREQ: F0-80 Hz

: i g 1}08056728129088
Rassifooova  CLASE:l TYPEE T % %1%15512
L 21}012345678000
- MODAL|TA' DI AZIONAMENTQ; .

Balogne - ITALY

ERGONOMIC INNGYATION Bologaa - ITALY

ECO.LUX MMm T &
[sN] ¢00000 00 A jpumd ‘k @

VOLT 230V ~  FREQ:50-80 Hz =
i
3 A . 3 [01)08055728129879
P ass: 1900 VA CLASS:| TYPE:B i E“;mm
ALt Dl azIoN A HODALITA! 1 AZIONAMENTO: Lo (@1mzsaseresn
- 000 306 MADE I ITALY 25 300. G, 300 sec, OFF

WACE IN ITALY

M Manufacturer. M Manufacturing date.

Model. It identifies unambiguously the device . .
REF of the product family. SN Serial number of the device.

M E | Medical device, -~ -~ - - UDI gg'lgggle' UDI ceding may not be shown on

G - .. | Read the operating instruction carefully.
C € CE marking.

2.5. TECHNICAL SPECIFICATIONS.

Contains type B applied parts.

Dispose of the product in compliance with
the procedures provided for electric and
electronic equipment.

I3 | 9o

2.5.1. Sector-specific standard compliance.

The patient chairs, for dental or generic use, model ECO.next and ECO.LUX comply with the Regulation (EU) 2017/745 (MDR),
concerning medical devices.
Specifically, design and manufacture of the equipment comply with the following international standards:

EN 60601-1:2008 / A11 A1 EN 60601-1:2015 EN 80601-2—60:2015

—93_
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2.5.2. Technical data.

ELECTRICAL SPECS.
A Voltage o oK r v 230 + 10% 110 £ 10%
A7 )/‘y Frequency 202370 »_ <= Hz 50 - 60
Input power VA 1000 1000
Main fuses 2xT6,3A; 250V 2xT10A; 110V
Operating mode 250 ON300SOFF | 208 ON 300% OFF
Insulation class |
Applied part type B
Controls voltage v 5
Medical device risk class I /’f;rcﬁ
PERFORMANCES. Hr s e
Chair type Without rotation With rotation
Minimum space required for installation m 3x2 3x3
_o| Max height g7z /o pe &8 mm 780 795
A7 7N [ Min. height A e L5 mm 380 395
7 & .| Rotation angle ,{,’gzp@-;?— o= ,/;,-W,,/ﬂfj: deg - £30°
Trendelenburg (if present) deg 15° (£2°)
Width mm 660
Length (with completely elongated headrest) mm 2050
Packing dimensions mm 1430x700x1105 (h)
Gross weight Kg 170
Net weight Kg 140
P ~=sMaximum lifting capability (patient + unit) Kg 135 + 75
External controls interface Yes
g
8
150 x 1800 150
2 2050 2050
FIG. 2 Chair without rotation " o '~ Chair with rotation e-—zi‘é)ﬁ’ (-77 -
e — Vot e cmd VP
PO P P s e To 2 4“/?,;/5;54 i //‘3&76’4’4",‘3 RIS

Audra Silickiené

4 = :
AS T IKRAS vietyy pirkimy specialiste & i j-ﬁ
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2.5.3.

Electromagnetic compatibility.

ECO.next and ECO.LUX chairs do not cause influences of an electromagnetic nature or other type with other equipment, nor are
them susceptible to influences from other devices, and are compliant with the requirements of the harmonized standard EN 60601-

1-2.

The following tables provide details on the electromagnetic environment in which the product can be used.
Emission aspects.

Emission test Conformity Electromagnetic environment - guide

RF Emigslons Group 1 The product uses RF energy for its internal function only.

Cispr 11 Therefore, its RE emissions are extremely low and not likely to causs inferference with nearby electronic devices.

RF Emlssions It Is possible to use the aquipment in all bulidings, including domestic use buildings, and those directly connected

Cispr 11 Class B {o a public powsr supply network with a low voliage supplying bulldings for domestic use, taking installation staps,
and guaranteeing an Increased installation distance for potentially sensitive devices,

Harmaonic emissions Class A )

IEC 81000-3-2 Confarmity it is posslsle to use the aquipment in all bulldings, Including domastic bulldings, and those directly cennetted to a

Emission fluctuations public power supply network with a low voltage supplying bulldings for domestic use.

voltage/ficker [EC61000-3-3 Conformity

Immunity aspects.
ECOQ.next and ECO.LUX chairs are Intended for use In an slectremagnetic

anvironment under specification. The customer or user should ensure that it is used correctly in such an environment.

. Test level . . . .
Immunity test Conformity level Electromagnetic environment ~ guide
] EN 60601-1-2
Electrostatic discharge (ESD) + BkV contact + 6kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with
EN 61000-4-2 + 8KV air = 8KV air synthetic material, the relative humidity should be at least 30%.
Burst / Fast t lont - - Mai lity should be that of a typical lal or hospltal envi-
Eﬂ"ss{’cmﬂf‘t—:tans an +3kY powar supply lings 22KV power supply lInes FO?IL:SEEEWEF quality snouli @ that of a typical commaercial or Nosp| vl
Surge +1kV differential mode +1kY differential moda Malns power quality should be that of a typical commercial or hospltal envl-
EN 81000-4-5 +2kY comman made +2kY common mode ronment.

Voltage dips, short interruptions
and voitage variations on power
suppty input lines
EN.81000-4-11

< 5% LT (>95% dip UT)
for 05 cycles

40% UT (80% dip UT}
for & cycles L
7% UT (30% dip UT)
for 25 cycles

< &% UT (>85% dip UT}
for 5 seconds

< §% UT (>95% dlp UT)
for 0,5 cycles

40% UT (60% dip UT)
for 5 oycles

70% UT (30% dip UT)
for 26 cyclas

< 5% UT (»95% dip UT)
for 6 saconds

Malns power quality should hs that of a typlcal commercial or haspitat snvl-
ronment, If the user of tha devles requires continued operation durlng power
mains interrupticns, it is recommended that the devics be powered from an
uninterruptible power supply or a battery,

Power frequency magnetic field
EN §1000-4-8

3 AMm

3 Al/m

hospltal snvironment.

Magnailc power frequency flelds should be that of a typical commercial or

Immunity aspects at RF.
The device is intended fer use in the electromagnetic environment specified below. Tha customer or the usar of the device should assure that It is used In such an electromagnstlc snvironmant.

Immunity test

Test level

Compliance [evel

Electromagnetic environment — guide

EN 60601-1-2

RF conducted

3 Veff from 160kHz to

EN 61000-4.6 SUMHz 3 Veff from 150kHz to 80MHz
RF radiated 3 Vefffrom 80MHz to
1 EN 6100043 25GH, 3 Veff_ from 80MHz to 2,5GHz

Recommended separation distance:
d=1,2 P from 150kHz to B0MHz
d=1,2 4P from 80 MHz to 800 MHz
d = 2,3 P from 800 MHz to 2,5 GHz

Where P is the maximum outpul power rating of the transmitter in Watts (W) according
to the transmitter manufacturer and d is the recommended separation distanca in me-

tras (m),

Fortable and mobile RF communication equinment should be used no closer to any
nart of the device, including cables, ithan the recommended separation distance calcu-
lated from the equation applicable to the fraquency of the transmitter,

Field strengths from fixed RF fransmitiers; as determined by an alectromagnetic 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:

)

- - Recommended separation distances between portable and mobile RF communication equipment and the de-

vice.

ECO.next and ECO.LUX chairs are Intended for use in an eleclromagnetic environment in which radiated RF disturbances are controlled. The customer or the user of tha device can help
pravant electromagnatic Interfarence by maintalning a minimum. distance between partable and mobile RF communication equipment (transmltters) and the device as recommended below,
according to the maximum output power of the communications equlpment.

. Separation distance according to frequency of the transmitter (m)
Rated maximum output
power of transmitter (W} From 150kHz to 80MHz From 80MHz to 800MHz From 800MHz to 2GHz
d=1,2P d=12+P d=23 P

0,01 012 0,12 0,23

0,1 038 0,38 0,73

1 1.2 1,2 2,3

10 3.8 38 7.3

100 12 12 2

Notes.

{1} At 80 MHz and 800 MHz, the separation distance for the higher fraguency range applles.
(2) These guidelines may not apply In all situations. Electromagnetic propagation is affected by absorption and reflaction from structures, objects and people.

For transmitters rated at 2 maximum cutput power ot listed abave, the recommended separation distance d in metres (m) can be determined using the equaticn applicable to the fraquancy
of the transmitier, where P |s the maximum output power rating of tha transmitter in Watts (W) according to the transmitter manufacturer,

-05 =
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3. INSTALLATION

3.1. UNPACKING.
To remove the cardboard box, it is necessary to cut the straps and to unscrew the screws located in the lower part of the box.

FIG.3

3.2. SUPPLY STATUS,

The following elements must be contained inside the packaging:
*  An ECO.next or ECO.LUX chair;

e  An operating instruction manual;

s A bottle of fabric cleaner;

*  Two transportation handles.

In case of mistake or missing parts, contact the dealer.

3.3. HANDLING.

- Ta remove the chair from.the wooden pallet, unscrew the two screws that fix the chair base to the pallet (see figure 3).
To move the chair from the wooden pallet, employ two people.

To move the chair, hold it by the handles.

After positioning the chair, remove the handles as follows {see figure 4):

s Unscrew the hexagonal screws 1 and 2;

¢ Remove the “U’ shaped handle, near the lower body;

¢ Unscrew the hexagonal screws 3 and 4;

* Remove the “L” shaped handle, near the upper body,

FIG. 4
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3.4. INSTALLATION.

3.4.1. Typical installation.
Proceed as follows.
1. Be sure that the installation site conforms to local regulatory technical requirements for medical studios or outpatient clinics.
2. Be sure that the electrical system of the cabinet has a safe earthing and a residual-current device system.
3. Be sure that the main supply of the electrical wiring of the cabinet corresponds to the one of the identification label.
4. Check that the fuses, located at the front side of the chair near to the base, are correctly fixed, because during transport they
could have become loose.
Insert the plug into the socket.
Activate the main switch to turn on the chair. Now the chair is ready for use. In case of non-operation of the chair, refer to
section 6 about troubleshooting.
7. If needed, drive the chair to a comfortable height and assemble, if provided, the unit bracket and the unit itself, following the
instructions of the manufacturer.

oo

NOTE.

()/¢‘ = Equipment must not be used in potentially explosive environment, or in rooms not protected against weather con-
ditions. Not suitable for use in altered atmospheres.

3.4.2. Position choice and stability.
To ensure a good chair installation, please verify the stability and flatness of the floor in the location where the product will be
installed: if necessary, a damaged or unstable floor should be repaired.
7 o —=>The chair is designed to remain stable without floor fixing. However, according to the unit characteristics (dimensions, space

required, weight) it could be necessary to fix the chair to the floor, using the appropriate holes in the base (figure 5, locations A
and B).

For further information, ask the installer.

1159
z16
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FIG. 5

WARNING.

Tecnodent declines all and any responsibility for damage caused by the non-compliance with the above
instructions.

y . e /z?‘/)[‘?' 5wf’vf‘V<44/;4fa;74; ;—.-»473;,-; ({‘5’-‘—9 po A‘Z"C’;‘
4 = - - - -

= - > o ,7{ oS ety ) AAB Al A B A D e
e U D S P e IS N

Ausra Silickiené

VE RTI M AS Tl KE{AS Viesuyjy pirkimy specialisté _o7_ gﬁjfgC{ff(m

e SO ¢



Operating instructions

4. USINGTHE PRODUCT

The advanced technology applied to the production of this apparatus has allowed the design of a patient chair with multiple
functions and performances, all of them easily usable: all regulations and functions of the chair are coordinated, processed and
stored in a “data bank”, by & microprocessor inside the chair. The patient chairs ECO.next and ECO.LUX are designed to be
easily controlled by foot controls, allowing the professional's hands to be completely free to operate in the patient's mouth.

WARNING.

Before using the information contained in this section, make sure that the chair is correctly installed, by
the service technician.

CAUTION.

- #\-- Useinacleanplace {specialized surgery, clinic} and avoid accidental spilling or falling of liquid substances
on the product.

CAUTION.

A\ - - In case of a product malfunction that is not described in this documentation, put equipment out of service
& -~ ~{shut it down; unplug main supply, mark the equipment as “out of order” or similar) and call the technical

service,

4.1, TYPICAL USE.

To use the product, the operator must be near the chair, typically on the back of the chair or sideways, while acting on the controls.
Care should be taken throughout the operation of the product, as the presence of automalic movements could cause hazardous
situations, even if moderate level ones.

The chair is provided with several emergency stop systems, e.g., in case of presence of obstacles during the movements, or if
the operator checks any unsuitable situation.

WARNING.

* Do not overload the leg rest, e.g., by sitting on the front part of the upholstery.

4.2. CONTROLS.
The controls are shown in figure 6.

NOTE.

Depending on the configuration chosen, the
chair may not be provided with foot controls as
//% described below, because the chair is also de-
signed to be controlled by other devices (e.g.,
a dental unit).
Please refer to section 7 for more information
- on optional controls

CHAIR WITHOUT PROGRAMMES.

P Main switch {(Power on/off),

Foot control, placed on the base. It controls raising,
L lowsring and backrest tilt manual movements of the

chair and the automatic return to patient exit (“zero")

position.

Control the automatic movement of rinse position, in
8  order to allow the patient's mouth wash and the re-

turn to the last working position.

CHAIR WITH PROGRAMMES.

P Main switch (Power on/off),

L Double function foot control, placed on the base, It controls the raising, lowering and backrest tilt manual movements of the
chair, as well as the 3 programmable working positions and the automatic reset to patient exit (“zero”) position,

s Control the automatic movement of rinse position, in order to allow the patient's mouth wash and the return to the [ast working

position.

M Stores the programmed working positions.

—28—
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4.3. CHAIR OPERATIONS,

4.3.1.  Chair without pregrammes.

Connect the plug in the socket and switch on the chair with the
main switch. The chair is now ready to be used.

“L” FOOT CONTROL CPERATION

The rear base foot controls are provided with a joystick and

two buttons (see figure 7).

To control the main movements, move the joystick with the

foot in the allowed directions.

¢ While keeping the joystick downward, the chair lowers.

*  While keeping the joystick upward, the chair lifts.

«  While keeping the joystick to the right of the chair, the
backrest moves to the vertical position.

¢«  While keeping the joystick to the left of the chair, the
backrest moves to the supine position.

¢ While tapping the joystick downward, the chair moves au-
tomatically to the patient exit position, FIG. 7

“$” BUTTON OPERATION

While pushing 8" the rinse position function is activated: the chair backrest moves up to vertical position to allow the mouthwash.
While pushing “S” again the chair backrest moves back to its last position.

NOTE.

D/J o Any switch, if pushed during an automatic movement or during the automatic reset to “zero” positicn mevement,
works like a safety STOP.

4.3.2. Chair with programmes.

Connect the plug in the socket and switch on the chair with the main switch. The chair wil emit a double scund signal ("BEEP -
BEEP”), which indicates thaf the chair is ready for use.

“L” FOOT CONTROL OPERATION

While keeping the joystick downward, the chair lowers.

While keeping the joystick upward, the chair lifts,

While keeping the joystick to the right of the chair, the backrest moves to the vertical position.

While keeping the joystick to the left of the chair, the backrest moves to the supine position.

While tapping the joystick upward, left or right, the chair moves automatically to the programmed working positions.
While tapping the joystick downward, the chair moves automatically to the patient exit position.

® & % &

NOTE.

41 N o . . . .
0% - To distinguish hetween “keep pressed” and "tap”, the chair controller needs a delay of approximately 0.5 seconds.

“S” BUTTON OPERATION

While pushing 5" the rinse position function is activated; the chair backrest moves up to vertical position to allow the mauthwash.
While pushing “S” again the chair backrest moves back to its last position,

NOTE.

~ Any switch, if pushed during an automatic movement or during the automatic reset to "zero” position movement,
works like a safety STOR.

PROGRAMMING PROCEDURE
This function is only available on chairs equipped with such feature.
1. Setthe chair to the patient exit position by tapping the joystick downward.
2. Configure the chair to the desired position by activating the corresponding foot controls (see paragraph 4.3).
3. While keeping the M button pressed, tap the joystick upward (*P1”), right (‘P2") or left (*P3"), according to the selected pro-
gram number,
An acoustic signal ("BEEP”) indicates that the work position has been memorised.
Every time that the joystick is tapped upward, right or left, the chair will automatically configure to the selected pre-programmed
working position.

NOTE.

Q/ﬁ‘ > To avoid losing the programmed positicn, it is recommended to regularly set the chair to its *zero” position, by using
the "0” function at any patient change.
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Operating Instructions

5. MAINTENANCE

5.1. GENERAL INFORMATION,

ECO.next and ECO.LUX chairs were conceived to not require any servicing during their working life. Consequently, it is not
required to perform any adjustment of the equipment. If the chair will not be used for some time, it is recommended to cover it
with a cloth, to turn off the main switch, and to disconnect the plug from the socket,

If you use the ECO.next and ECO.LUX chairs according to the technical specifications and operating instructions in this manual,
their useful life has been calculated to be 10 years, based on laboratory simulations.

After that time, it is necessary to have the chair serviced by qualified personnel, especially the electronic parts and those subject
to wear.

WARNING.

Any technical adjustment, as well as any repair of the equipment not specifically listed in this chapter,
must be carried out by qualified technicians.

5.2. CLEANING.

" For a better and longer life of the equipment, it is necessary to perform an accurate, methodical and periodical general cleaning
of the chair. It is recommended to proceed as follows.

CAUTION.
. " ....- The use of disinfectants or detergents with a strong alcoholic content on the apparatus damages the sur-
0 face of the product, especially the upholsteries.
- . Itis recommended to avoid the use of any dissolvent, strong detergent or abrasive agent, even to remove

“difficult” stains.

5.2.1. Upholsteries.

The fabric that covers the chair upholstery has to be cleaned using the liguid contained in the bottle kit supplied with the chair,
using a.soft cloth to.avoid any surface scratching and to guarantee a better elasticity and smoothness of the surface.

NOTE.

A o .
e Once the liquid detergent has been consumed, please contact the nearest assistance centre for new product.

5.2.2. Plastic or metal parts.
The polyurethane parts, as well.as the metal parts (painted and not) have to be cleaned with a soft cloth dipped in water and soap.

5.3. MAIN FUSES REPLACEMENT.

* ECO.next and ECO.LUX chairs are protected against electrical power overrating by two fuses, placed as shown in figure 8. To
replace them, proceed as foliows:

Turn off the chair's main switch;

Disconnect the plug from the socket;

Unscrew the fuse holder cap, by using a crosshead screwdriver of medium size;

Replace the damaged fuses;

To re-instali the fuses, follow the inverse sequence of the above steps.

RN~

FIG. 8
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Tecnodent opera una politica di continuo sviluppo dei prodotti.
In questa ottica, Tecnodent si riserva il diritto di variare in qualsiasi momento e senza
pre\na comunicazione le caratteristiche tecniche ed estetiche dei prodotti, qui riportate,
che non risultano pertanto vincolanti o impegnative.

Tecnodent pursues a policy of continuous product development.
Therefore, Tecnodent reserves all rights to change the technical and
aesthetical characteristics of the product at any time.

‘Tecnodent suit une philosophie de recherche continue sur les produits.
Tecnodent se réserve donc le droit de changer a tout moment et sans préavis
les caractéristiques techniques et esthétiques des produits présents dans ce manuel
qui n'engagent cependant en rien ou ne sont obligatoires.

- Tecnodent sigue una politica de constante desarrollo de sus productos.
Tecnodent se reserva el derecho de modificar en cualquier momento y sin
necesidad de aviso previo las caracteristicas técnicas y estéticas de los productos
que aparecen en este manual por lo gue no deben considerarse vinculantes.

certliled

UNI EN 180 2001:2015
UN! EN IS0 13428:2018

TECN©DENT
- ERGONOMIC INNOVATION - -
Tecnodent S.r.l.
~ Via 63° Brigata Bolero — 24 — 40033 — Casalecchio di Reno (BO) - ltaly
Tel. +39 051 613 11 43 - Fax +39 051 575 402 ~ P.IVA 02807791203
hitp://www.tecnodent.com - e-mail: info@tecnodent.com
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ECO.next chair is the evolution of a greal classic that mixes high
performances o the absolute pleasure of refined and timeless
italian design.
ECO.next has been designed to offer maximum anatomical

comfort to the patient, complete ergonomics and perfect hygiene
to the medical team.

As a result of the combination of different materials and
technologies, the ECO.next chair matches comfort and high
performances, giving a unique experience to the professional
and to the patients,

The chair's structure i almost completely covered in integral
polyurethane to assure the maximum strength, the compact base:
improves the functionality and the two lateral wings make the
chair perfectly stable, the joystick pedal controls directly in a
simple and efficient way the mavements and allows to reach the
programmed positions.

i ¢
}

Unit connection Programs Ammst  Backrest  Pillows Headrests

Function

Control

P .

STANDARD AND
OPTIONAL CHARACTERISTICS.

= Standard - Optional

ELLE FISSO

ELLEELLEZ MOBILE
UNWLight

95

2002

Marrow

lange

1" shaped

Right armrest.

Left armrest

Return fo “zero® progam
Rinse: program
Double side drilled upper body
Fixed central arm

Rotation

Rotation with central arm
Trendelenburg
Knee-break legrest
Securities

Small integrated ulility box
Large integrated utility box
Joystick

Foot control on the base
Mobile foot control
Infrared remote control

o198

ECO.next
+ = Linda3

HEADRESTS

Tecnodent manual Headrests are
available in 4 different models:
ELLE FISSO, ELLE/ELLE2 MOBILE,
UNI and  Light. Every headrest
was made for meeling every
operator’s need,

ELLE/ELLE2. ELLE/ELLE2 FISSO
has only the movment along its
vertical axis. ELLE/ELLE2 MO-
BILE is an anatomical headrest,

characterized by movement of |

inclination of the upper part
(double articulation) for a cor-
rect cervical support,

Magnetic pillows. ELLE/ELLE2 type, both fix and mo-
bile version, can be combined with magnetic pillow
€95 or C2002. Either pillow can be applied directly
on the backrest, for ensure a better comfort, indepen-
dently of the patient’s height.

™,

e

Light

UNI and Light. The UNI and Light headrests are multi-arti-
culated and allows positioning of the headrest along 3 axis.

TECN@DENT

FRGONOMIC INNOVATION

Tecnodent S.rl. Via 63° Brigata Bolero, 24 - 40033 Casalecchio di Reno (BO), ltaly
Tel. +39 051 6131143 - Fax +39 051 575402 - infa@tecnadent.com — www.tecnodent.com
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ECO.next

+  Electromechanical lifting, lowering and tiling
movements;

+  Compensated backrest tilting, up to the horizon-
tal position;

+ Narrow and slim anatomical backrest for the ma-
ximum liberty of action of the professional;

*  Multi-articulated anatomical headrest  ELLE2
MOBILE for a patient’s comfortable pe
for a perfect visuality during the treatme:

* Wrapping seamless upholstery in high quality le-
atherette fabric;

*  Possible customization with different colors of
polyurethane and leatherette fabric;

+  Integrated utility box;

+ Complete symmetry for right-handed or left-han-
ded professional;

Joystick contral on the base for fast and efficient
movements of the chair without using the hands,
assuring a perfect hygiene;

Security STOPS on the backrest, on the base and
on the pantograph arm; '
Return e “zero” position aulomatic program;
Rinse position automalic program;

Possibility to p

tios

ly to equip the chair with one/
tating armrests to improve the accessi
nd to assure a natural support for the
wing a relaxed position during the tre-
atment (OPTION]).

Narrow backrest

This backrest was studied to allow
the doctor the closest approach
the patient during the treatment,
also guaranteeing an excellent
comfort to the patient.

Trendelenburg Movement
(OPTION)

ALT5, with automatic
compensation of the backrest for
tood flow during the

Large anatomical backrest
(OPTION)

Guaraniees the maximum comfort,
wrapping the patient’s back in a
pleasant relax.

Rotation (OPTION)

Ratating device which allows the
chair to rotate around the vertical
axis by a lever under the seat,

Mobile foot control “Easy Touch”
(OPTION)

Easy and functional foot control
which provides different precise
treatment positions and doctor’s
hands-free control.

Infrared remote control
(OPTION)

Manual control of the movements
and set 1o reach programmed
positions.

Right and/or left armrest
(OPTION)

Rotating armrests help the patient
ta get onfoffl the chair,

Unit/lamp attachment
(OPTION)

Drilled bady for fastening dental
unitflamp.

ixing and rotating arm for
ambidextrous functionality.

Polyurethane colors
ity 1o choose between 5

TECHNICAL FEATURES
Maximum height
Minimum height

Backrest tiling angle
Ratation angle

Width

Length (without headrest)

Length (with headrest

Giross weight

Met weight

Maximum lifting capability (patient + unit)
Classification

Type

333
233

EEE

Without rotation With rotation
780 795
Without rotation With rotation
380 395
A5/ 465
=30
660
1570
2050
170
140
135475
|
[}



TECN@DENT

ERGONOMIC INNOVATION
DICHIARAZIONE CE DI CONFORMITA

EU declaration of conformity

[l fabbricante
The manufacturer

TECNODENT S.r.l.

Via 63a Brigata Bolero, 24

40033 Casalecchio di Reno (BO) — ITALY
SRN: IT-MF-000027920

dichiara sotto la propria totale responsabilita che il seguente prodotto
declares under its own exclusive responsibility that the following product

Modello Product Name ECO.NEXT

Poltrona dentale. Poltrona ad uso generico per
applicazioni correlate al semplice posizionamento del
Destinazione d’uso paziente
Intended use Dental patient chair; General purpose chair for simple patient
positioning - related applications

UDI di Base (basic UDI): 8055728120000PDENTALN4

E conforme ai requisiti essenziali di sicurezza come da allegati | ed alle prescrizioni di
MDR 2017/745

Complies to the essential safety requirements and prescriptions of Medical Devices Regulation 2017/745

ce

Classe del dispositivo medico Medical device class | (/6. MDR2017/745, All VIl regola 13)

(ref. MDR2017/745 Annex VIII rule 13)
Allegato Il + Allegato Ill
Procedura di certificazione Certification procedure Annex Il & Annex [l|

L'azienda dichiara inoltre che i prodotti indicati nel presente dichiarazione di conformita sono:

- Conformi alla Direttiva 2011/65/UE (Restriction of Hazardous Substances), sulla restrizione dell'uso di sostanze
pericolose nelle apparecchiature elettriche ed elettroniche, comprese le disposizioni della Direttiva Delegata (UE)
2015/863 emanata dalla Commissione Europea.

TECNODENT moreover hereby states, that the products mentioned in this Declaration of Conformity are compliant with Directive
2011/65/EU (Restriction of Hazardous Substances) concerning the restrictions on the use of hazardous substances in electrical and
electronic equipment, including the provisions of Commission Delegated Directive (EU) 2015/863 issued by the European Parliament
and the Council.

I Consigliere Delegato
Casalecchio di Reno (BO)

14/09/2022 i y A
pss aiitls ik
M ofthé Boara v
FT.P.11 Rev. 02 ECO.NEXT — Dichiarazione di conformita UE - EU declaration of conformity Fascicolo tecnico - Internal Tecnical file- : FT.P.00 rev 01
kiwa TECNODENT S.r.l. Societa Unipersonale
(f“'z Via 63a Brigata Bolero, 24
4 ‘ 40033 CASALECCHIO DI RENO - BOLOGNA (ITALIA) Capitale Sociale € 100.000 int. vers.
¢ Tel. 39 - 051 61 31 143 - Telefax 39 - 051 57 54 02 P. LV.A. IT02807791203

Internet: www.tecnodent.com - E-mail: info@tecnodent.com Cod. Fisc. e Reg. Imp. di Bo N. 02807791203




TECN@DENT

ERGONOMIC INNOVATION

TO WHOM IT MAY CONCERN

We, company TECNODENT Srl, located in Casalecchio di Reno (Bologna) Italy, Via 63a
Brigata Bolero 24, as manufacturer of dental/ medical chairs and stools we hereby authorize
our partner LIMETA Jsc. Graiciuno str. 4, LT-02241 Vi Inius, Lithuania (Company code:
221906050 - VAT code: LT219060515) to supply and install our production range, provide

after sale, warranty services, promote and train his employees on Tecnodent products in its
territory of competence.

Best regards.

Casalecchio di Reno, March 21st 2022

Kiwa  reonopENT .11, Societs Unipersonls
i | Via 63a Brigata Bolero, 24
@ 0053 CASALECCHIO DI RENO - BOLOGNA (TALIY) Capitale Sociale € 100.000 in, vers
@S | Tel.39- 0516131 143 - Telefax 33 - 051 57 54 02 P LVA. 102807791203

e Internet: www.tecnadent.com - E-mail: info@tecnodent.com Cod. Fisc, € Reg. Imp. di Bo N. 02807791203



TECN@DENT

ERGONOMIC INNOVATION

TO WHOM IT MAY CONCERN

We, company TECNODENT Srl, located in Casalecchio di Reno (Bologna) ltaly, Via 63°
Brigata Bolero 24, as manufacturer of dental / medical chairs and stools we hereby state
that:

ECO NEXT patient chair footrest section is equipped with a transparent protective plastic
cover that can be easily removed for cleaning purposes.
Best regards.

Casalecchio di Reno, January 9th 2023

neral Bales Mahager

kiwa

gartifiad TECNODENT S.r.l. Societa Unipersonale
R | Via 63a Brigata Bolero, 24
40033 CASALECCHIO DI RENO - BOLOGNA (ITALIA) Capitale Sociale € 100.000 int. vers.
Tel. 39 - 051 61 31 143 - Telefax 39 - 051 57 54 02 P. LVA. [T02807791203

Internet: www.tecnodent.com - E-mail: info@tecnodent.com Cod. Fisc. e Reg. Imp. di Bo N. 02807791203
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STOMAL

CERTIFICATE

for authorized service technician:

A. Blokhin

According to attended training and successfully carried out examinations in
STOMADENT training center we hereby certify the authorization to carry out
service operations of under-mentioned products:

Dental Units:

STOMADENT IMPULS
STOMADENT GLANC

STOMADENT NEO
Dental Chair:

STOMADENT DC-70
STOMADENT NEO

For this purpose we are pleased to hand over this certificate

STOMADENT SK s.r.o.
Valid to January 18st, 2026 HUMENNE, January 18st, 2021




CERTIFICATE

AN
: é(? ' for authorized service technician:

Vidas Sileikis

According to attended training and successfully carried out examinations in
STOMADENT training center we hereby certify the authorization to carry out

f(} service operations of under-mentioned products:
£
E{()’ Dental Units:
STOMADENT IMPULS
STOMADENT GLANC
{, STOMADENT NEO
e Dental Chair:
' _f'(ﬂ}; STOMADENT DC-70
%7 STOMADENT NEO

i For this purpose we are pleased to hand over this certificate

£ ) STOMAEN

o

STOMADENT SK s.r.o.
Valid to January 18st, 2026 HUMENNE, January 18st, 2021




3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2019-MDD/QS-054

issued in compliance with the Council Directive 93/42/EEC as amended by 2007/47/EC,
which is implemented by the Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013
Coll. certifies that the medical device of Class lia,

Dental Unit
STOMADENT IMPULS
STOMADENT NEO
STOMADENT HARMONY

manufactured by company

STOMADENT SK s.r.o.
300, Lackovce 066 01, Slovak Republic

is manufactured under conditions fulfilling the quality system requirements of Annex VI, of the
Directive 93/42/EEC as amended by 2007/47/EC.

The Notified Body No. 2265 has performed an audit of the above device quality system. The product
quality assurance has been assessed and found that it meets the requirements above. The quality system
is subject to continuous surveillance according to Annex VI, Sections 3.3. and 4, of the Directive
93/42/EEC as amended 2007/47/EC. The detailed description of the system, requirements and measures
appled by the manufacturer are presented in the Audit Report Ne. 310431, and the Final protocol No.
310431/2018.

This certificate is issued under the following conditions:

it applies only to the quality system maintained in the manufacture of the above referenced mode! of
medical device and it does not substitute the design or type-examination procedures, if requested. The
certificate remains valid until the manufacturing conditions or the gquality system are changed but until May
26th, 2024 at the latest. The certificate validity is conditional upon positive results of regular surveillance
audits and fulfilment of relevant legal and other requirements by manufacturer.

- 3EC .

Interantiona]
NB 2285 <
% [®)

Dr. Katarina Tomin SrdoSova
Responsible to act on behalf of NB 2265




/Logotipas: 3EC International/

3EC International a.s., Hrani¢na 18, 821 05 Bratislava, Slovakijos Respublika
Notifikuotosios jstaigos Nr. 2265

EC SERTIFIKATAS
Nr. 2019-MDD/QS-054

iSleistas pagal Tarybos direktyva 93/42/EEB, kaip atnaujinta su 2007/47/EB, kuri yra pritaikyta
Slovakijos Vyriausybés dekretu Nr. 582/2008 Coll, kaip atnaujinta su 215/2013 Coll., patvirtina,
kad medicinos prietaisai yra Ila klases

Odontologinis prietaisas
STOMADENT IMPULS
STOMADENT NEO
STOMADENT HARMONY

pagamino jmoné

STOMADENT SK s.r.o.
Lackovce 188, 066 01 Humenne, Slovakijos Respublika

gamina pagal salygas, atitinkancias kokybés sistemos reikalavimus, pateiktus Direktyvos
93/42/EEB, kaip atnaujinta su 2007/47/EB VI Priede.

Notifikuotoji jstaiga Nr. 2265 atliko auk$¢iau paminéto prietaiso kokybés sistemos auditg. Buvo
jvertinta pilna kokybeés uztikrinimo sistema ir rasta, kad atitinka paminétus reikalavimus. Kokybés
sistema gali biiti nuolat tikrinama pagal Direktyva 93/42/EEB, kaip atnaujinta su 2007/47/EB.
Detalus sistemos, reikalavimy ir biity, kuriuos taiko gamintojas, aprasymas yra pateiktas Audito
ataskaitoje Nr. 310431 ir Galutiniame protokole Nr. 310431/2019.

Sis sertifikatas isleistas pagal Sias sqlygas:

Taikomas tik kokybés sistemai, kuria taiko gamintojas auks$Ciau paminétiems medicininiy
prietaisy modeliams ir nepakei¢ia dizaino ar tipo tyrimo procediry, jei reikalaujama. Sertifikatas
galioja kol nepakeic¢iamos kokybés sistemos gaminimo sglygos, bet ilgiausiai iki 2024 m. geguzés
26 d. Sertifikato galiojimas priklauso nuo reguliariy priezitiros audity teigiamy rezultaty ir
atitikimo atitinkamiems jstatymams ir kitiems gamintojo reikalavimams.

/Antspaudas/
/Parasas/
Dr. Katerina Tomin SrdoSova
Atsakinga uz dokumentq ir NB 2265 vardu
Bratislava, 2019 m. rugséjo 15 d.
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ST 5061
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ST 3096

ST 3104
ST 1210

S§T5153

ST 6100

ST 6021

ST6127

ST5161

Please note that this colour chart is for illustration purposes only,
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NSR | CINCALMICIOMOTORS |

ZFVA —U—Cm _,wrﬁmjmm_ Water Spray

Electric Micromotor Integrated System EREIEE
Speed : 100 - 40,000 min', Torque : 4.0 Ncm, with Endo Function

Features

= Torque control & Auto reverse feature
3 working modes: Auto-reverse on,
Aute-stop or Auto-reverse off

= Autoclavable titanium body

e LED illumination

« Installable built-in type conforms to most
dental equipments by employing original
NLX BF power module

Integrated System Individual Components
woner NLX BF orper cone Y1002122

* Power module
i rated system

lamp and air funciion for

H 40 {mm)

vocer NLS-A ADP  ooen cooe U1020050

» 24 Vac - 32 Vde converter for imegrated system
= Dimensions : W 60.2 x D 81.4 x H £5.2 (mm)

wooet NLS-A SEL  orper cone Y1010403

* Selector module for integrated system
* Dimensions : W 68,5 x D 56.5 x H 38.5 {mm)

mobet NLX plus  oroer coce E1040051

ICTOMGIOr Onky
* Solid Titanium Body

wooet Multi Pad  oroer cooe Y1001845

-
[ <
l ] wooel Multi Pad  oroer cooe Y1001846
i d _ Auto-Select
mﬁz = Muli-Control Panel for built-in systern
= Dimensions : W 95 x D 138 x H 31 (mm)

90

NBX e
Internal Water Spray

Electric Micromotor Integrated System ElEH

Speed : 60 - 40,000 min’

wmooeL iMD SEL orper cooe 1002848

or module for integrated system
ns 1 W 88,5 x D 56.5 x H 38.5 (mm)

moneL NBX orper coce E1059051

= Micromotor only (Cord not included)
* Salid Titanium Bady

vooet NBX CDB  oroen cooe E1059061

* NEX micromator cor regrated system

vobeL Multi Pad  oroes cooe Y1001845

wopeL Multi Pad  oroer cooe Y1001 846
Auto-Select

* Muli-Cantrol Panel for

* Dimensions : W 95 x D 17

N
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EC Certificate TUVRheinland

Directive 93/42/EEC Annex Il, excluding Section 4

Manufacturer:

Products:

Expiry Date:

Full Quality Assurance System
Medical Devices

Registration No.: HD 60148508 0001

Report No.: 12031343 009

Nakanishi Inc.

700 Shimohinata, Kanuma,
Tochigi,

322-8666 Japan

Instruments and Equipment in Dental and Surgical Fields
(see attachments for products included)

Replaces Approval, Registration No.: HD 60144337 0001

2024 -05-26

The Notified Body hereby declares that the requirements of Annex ll, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Ii,
section 5 of the aforementioned directive. For placing on the market of class Il devides covered by

this certificate an EC design-examination certificate according to Annex ll, section 4 is required.

Effective Date:

Date:

2020-10-03

2020-10-03

c. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

concerning medical devices with the identification number 0197,

100020 0 SV 08 & T TUEY o 1107 g iegritersd fademainy

siaton and aplicalion requies pricr appioval
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TUVRheinland

TUV Rheinland poc. /3. Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HD 60148508 0001
Report No.: 12031343 009
Manufacturer: Nakanishi Inc.
700 Shimohinata, Kanuma,
Tochigi,

322-8666 Japan

Products included:

- Pneumatic dental drilling system handpiece
- Diamond dental bur, reusable
Dental drilling system attachment
- Line-powered dental drilling system handpiece
- Pneumatic dental scaling system handpiece
- Pneumatic dental scaling system handpiece tip
- Alr Motor
- Remotely-driven dental drilling system motor
- Endodontic enlarger
- Dental-professicnal prophylaxis motor
- Endodontic apex locator
- Dental abrasive alr jet system handpiece
- Dental abrasive powder
- Sawing power tool attachment, reciprocating
- Sawing power tool attachment, oscillating

Date: 2020-10-03

M.Sc. M. Aihara

008 ® 1Y TUEY and TUY are tecistered radamarks Lidisation snd applizzlion requites gror approval



Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

o ®
TUVRheintand

TUV Rheinland il LR L
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60148508 0001
12031343 009

Nakanishi Inc.

700 Shimohinata, Kanuma,
Tochigi,

322-8666 Japan

' Products included:

- Sawing power tool attachment, sagittal
- Reciprocating surgical saw blade, reusable
- Oscillating surgical saw blade, reusable
- Sagittal surgical saw blade, reusable
- Dental implant system
- Surgical screwdriver, reusable
- Ultrascnic dental scaling system
- Ultrasonic dental scaling system handpiece tip
- Dental ultrasonic surgical system handpiece tip
- Dental ultrasonic surgical system
- Total Surgical System
- Sterile Products:
- Sterile Drills

- Sterile Burs

- Sterile Blades

- Sterile Rasps
- Sterile PFiles

Date: 2020-10-03
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TUV Rheinland boc

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Ceortificate
Registration No.:
Report No.:

Manufacturer:

Products included:

HD 60148508 0001
12031343 009

Nakanishi Inc.

700 Shimohinata, Kanuma,
Tochigi,

322-8666 Japan

- Pneumatic Surgical Drilling Machine

- Electric drill system for dental surgery, dental implant
surgery and foot- and ankle- surgery

- External Coolant Straight Handpiece for foot surgery

and oral surgery

Site included:
Al Factory

990 Fukahodo, Kanuma, Tochigi, 322-0302, Japan

Date: 2020-10-03

. ®
TUVRheinland

3/3,

M.Sc. M. Aihara

Rev .

0

195 TUEY and TUY are e 11001 trademarks Ubhsalion and applcation requ'cas pror spproval
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Notary
HATANO Ryuji

Al B

FREBAE, FREBFRFBRAEADEBRCHELZVWDLOTHY, 0, TOMENI,
HEOLDOTHAZ LZIWT S,

sf3e 2 g 26 g

.; R E B R R v\ E iR

o APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: JAPAN
This public document
2. has been signed by HATANO Ryuji
3. acting in the capacity of Notary of the Tokyo Legal Affairs Bureau
4. bears the seal/stamp of HATANO Ryuji , Notary

Certified
5. at Tokyo 6. FEB.26.2021
7. by the Ministry of Foreign Affairs
8.21-N2(12132
9. Seal/stamp: 10. Signature
TANAKA. Toshie

For the Minister for Foreign Affairs




Registered No. 59 of 2021
NOTARIAL CERTIFICATE
This is to certify that the attached copy of the documents
produced before me by MIYAZAKI Yumiko, NAKANISHI

INC. exactly corresponds with the seen original.

Notary, HATANO Ryuji
Ueno Notary's Office of Tokyo Legal Affairs
Bureau , 1-7-2 Higashiueno, Taito-ku |,

.....

Tokyo, Japan
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Bien.Air

_— Dental

CONTRA-ANGLES AND HANDPIECES
UNFAILING PRECISION



ACCU-SPRAY _
Research conducted by Bien-Air engineers has clearly demonstrated the superior

six separate air and water nozzles. With the ACCU-SPRAY system, the air disperses the water to a e

highly precise point before contact with the bur. The ultra-precise nebulisation cools the bur and
dental material as efficiently as possible. It also ensures perfect visibility in the working area. The
separate water and air ducts also prevent blockages.

COOL TOUCH

Bien-Air is the only manufacturer in the world to
offer a push-button bur change mechanism with
an anti-heating safety system. This reduces the
risk of burning your patients with the head of your
instrument. A tungsten carbide ball is placed
between the pushbutton and the top of the bur
locking mechanism. It aibsorbs heat in the event
of contact when rotating. COOL TOUCH. An
exclusive invention for your comfort and your
patients’ safety.
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TECHNICAL DATA

CA 1:5 | Micro-Series
Type

Ratlo

Coupling

Locking systam

Bur dimansion

Light

Cleaning /sterllisation

Ref.

CA 1:1 L Micro-Series
Type .
Ratlo

Coupling

Locking system

Bur dimernslon
. Light

Clearing /sterllagtion

Ref, )

Contra-angle with Internal spray, anti-retraction valve
1.5 {speed increesing factor of &)

Competlble with Micro-Serles

Push-button bur lecking with anti-heating system

Bur shark & 1.6 mm

Multi-strand optical glass conductor light

Thermal washar/stearm autoclave Up o 135°C (275°F)
1800690-001

Contra-angle with Internal spray, antl-retraction valve
141 [(clirect)

Compatlble with Micro-Serias

Fush-button bur locking

Bur shark & 2,26 mm

Multi-strand optical glass anductor light

Thermal washer/ steam autoclave Up to 135°C (275°F)
1600691-001

OA 2011 Micro-Series / CA 2@’:1 L KM MfgrQ—SerEes -

Type
- Ratio
Caupling
Locking systam
Bur dimension
Light.
Cleaning /sterlisation
CA 2011 L Micro-Serles ref,
CA 201 L KM Micro-Serles ref.

M 1:1 Micro-Series
Tipe

Ratla

Sounlng

Lacking svstem

Bur dimension

Cleaning /sterllisation

Ref.

Contra-angle with intsmal spray

201 {apeed reducing factor of 20)

Compatible with Micro-Series

Push-fsutten bur locking

Bur shank & 2.35 mrm

Multi-strand optical glass conductor light

Thermal washer/ steam autoclave up to 134°C (273°F)
1600692-001

1600786-001

Straight handpiece with internal spray
111 (direct)

Compatible with Micro-Serles
Locking ring

Bur shank 2 2,35 mm

Thermal washer/ steem alioclave up o 135°C (275°F) i
1800683-001

—



CA1.5L/CA15
Type

Ratio

Coupling

Locking system

Bur dimension
Cleaning/sterilisation

Ref. CA 1:5L

Light

Ref. CA 1:5

CA1:1L/CA 1
Tyce

Ratio

Coupling

Locking system

Bur dimension
Cleaning/sterilisation

Ref. CA1:1L

Light

Ref. CA 1:1

CA10:1 L/ CA10:1
Type

Ratio

Coupling

Locking system

Bur dimension
Cleaning/sterilisation

Ref. CA10:1 L

Light

Ref. CA 1011

CAP 15:1 Prophy

Type

Ratio
Cleaning/sterilisation
Ref,

PMP 10:1 Prophy

Type

Ratio
Cleaning/sterilisation

Ref.

Contra-angle with internal spray, anti-retraction valve
1:5 (speed increasing factor of 5)

E-type as per ISO 3964

Push-button bur locking with anti-heating system

Bur shank @ 1.6 mm

Thermal washer/ steam autoclave up to 135°C (275°F)
1600386-001

Multi-strand optical glass conductor light
1600325-001

Contra-angle with internal spray, anti-retraction valve
1:1 (direct)

E-type as per ISO 3964

Push-button bur locking

Bur shank @ 2.35 mm

Thermal washer/ stearn autoclave up to 134°C (273°F)
1600384-001

Multi-strand optical glass conductor light
1600424-001

Contra-angle with internal spray

10:1 (speed reducing factor of 10)

E-type as per 1ISO 2964

Push-button bur locking

Bur shank @ 2.35 mm

Thermal washer/steam autoclave up to 134°C (273°F)
1600385-001

Muiti-strand optical glass conductor light
1600425-001

Contra-angle without light or spray, screw or clip cup
interchangeability

151 (speed reducing factor of 15)
Thermal washer/ steam autoclave up to 134°C (273°F)
16800290-001

Handpiece without light or spray,
for standard disposable heads

10:1 (speed reducing factor of 10)
Thermal washer/ steam autoclave up to 134°C (273°F)
1600289-001

1]

e i



After Sales Service Online Catalogue Safelnvest Contacts Search... +)
- Bien.Air
o ; ; p—
T AR i - o e %/gﬁ Dental

About News & Events  Products  Services Support & Downloads My Accoiint

Heme / Products / Contra-Angles & Straight Handpieces / Restorative Classic / CA 1:1

CA 1:1 HERITAGE OF RELIABILITY.

There are some devices still earning respect and admiration forty years in, and Bien-Air's classic CA 1:1 and CA 1:5 electric handpieces
are two of them. Forever evolving, their dominating productivity and remarkable durability make them the most popular models in the
lineup. The series’ fully redesigned bur-locking and rotation drive mechanism ensures micron-precise concentricity and stability, while a
60 to 200,000 rpm speed range lets you complete the most intricate restorative work with incredible accuracy — and on your own terms.
CA 1:1 and CA 1:5 epitomize the reliability and quality Bien-Air has built its reputation on.

Reference:

CA 1:1 L Standard 1600384-001

CA 1:1 L Micro-Series 1600691-001 .
CA 1:1 Standard 1600424-001 4



Technology

Technical Data

Download Data

TECHNICAL DATA

Transmission ratio

Maximum speed
(rpm)

Head

Head diameter (mm)
Head size (mm)
Weight (g)

Noise level (dBa)
Spray system

Lighting system

Anti-heating system

Coupling system

Warranty

Reference

CA 1:1 L Standard

Transmission ratio

Maximum speed (rpm)

Head

Head diameter (mm)
Head size (mm)
Weight (g)

Noise level (dBa)

CA 1:1 L Standard
1:1

40°000

9.8

15.3

86

57

2x3 separate air/water sprays

Multi-strand optical glass
technology

IS0 3964 & Bien-Air Micro-Series

2 to 3 years'

CA 1:1 L Standard 1600384-001

14

40000

9.8
15.3
86

57

Maintenance

CA 1:1 L Micro-Series
1:1

40000

9.8

15.3

79

57

2x3 separate air/water sprays

Multi-strand optical glass
technology

ISO 3964 & Bien-Air Micro-Series

2 to 3 years!

CA 1:1 L Micro-Series 1400691-001

Spray system
Lighting system
Anti-heating system
Coupling system
Warranty

Reference

CA 1:1 L Micro-Series
Transmission ratio
Maximum speed (rpm)

Head

2x3 separate air/water sprays
Multi-strand optical glass technology
ISO 3964 & Bien-Air Micro-Series
2to 3 years'

CA 1:1 L Standard 1600384-001

Jed

40'000

CA 1:1 Standard
14

40000

9.8
1.8.3
88
57

2x3 separate air/water sprays

IS0 3964 & Bien-Air Micro-
Series

2 to 3 years'

CA 1:1 Standard 1600424-001



Oy T T T TR RV Rt
Head diameter (mm)

Head size (mm)

Weight (g)

Noise level (dBa)

Spray system

Lighting system
Anti-heating system
Coupling system

Warranty

Reference

CA 1:1 Standard

Transmission ratio
Maximum speed {rpm)
Head

Head diameter (mm)
Head size (mm)
Weight (g)

Noise level (dBa)
Spray system
Lighting system
Anti-heatiﬁg system
Coupling system
Warranty

Reference

' 2-year standard warranty and 1-year optional warranty available through Bien-Air’s PlanCare extended warranty program.

9.8

15.3

79

57

2x3 separate air/water sprays

Multi-strand optical glass technology

ISO 3964 & Bien-Air Micro-Series

2 to 3 years'

CA1:1 L Micro-Series 1600691-001

40'000

9.8
15.3
88
57

2x3 separate air/water sprays

ISO 3964 & Bien-Air Micro-Series

2 to 3 years!

CA 1:1 Standard 1600424-001

Bien-Air Medical Technologies develops, manufactures, and markets instrumentation devices and systems across multiple dental and

surgery specialities. The company operates eight subsidiaries from its Bienne, Switzerland headquarters and is backed by a solid network

Infoarmation

Where to buy?

Where to repair?
Maintenance of the products
Privacy

General Terms and Conditions

Cartificratac nf Nialityg



Newsletter

Keep up on our always avolving product features and technology. Enter your e-mail and subscribe to our newsletter.

Email Address

Contact Us

Bien-Air Dental SA
Lingaasse 40

Case Postale

CH-2500 Bienne / Suisse
Phone: +41(0) 32 344 &4 64
Fax: +41(0) 32 344 64 91
Email: office@bienair.com

creatad hy Ide

— -
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ZERTIFIKAT ¢ CERTIFICATE
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fur Gesunc

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, llb or HI)

No. G1 065560 0002 Rev. 01

Manufacturer: Bien-Air Dental SA
L&nggasse 60
2504 Biel/Bienne
SWITZERLAND

Product Category(ies): Air and electrical motors, straight and contra-angle
handpieces, turbines, air and electrical hoses and
couplings and electronic consoles for:
dental applications, oral and maxillofacial surgery

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class IIl devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf,

Report No.: 713176166
Valid from: 2020-04-29
Valid until: 2024-05-26
Date, 2020-04-29 c
'@’L\/

Christoph Dicks

Head of Certification/Notified Body
Page 1 of 1

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body * Ridlerstralie 65 « 80339 Munich + Germany



Bien.Air

Dental

LETTER OF AUTHORIZATION

To whom it may concern

Bienne, February 25" 2016

We, Bien-Air Dental S.A. located in Langgasse 60, case Postale , CH-2500 Bienne 6, Switzerland hereby
confirm that the company:

Medical Trade, s.r.o
Kreslicka 1

101 00 Prague 10
Czech Republic

is an authorized sales and service partner for all the Bien-Air Dental products in the Czech Republic.

With best regards. /
/
P
Michel NOEL /
Sales Manager /*

A member of the Bien-Air Group

[ : N el
e A S e s " - = 3 — S

Bien-Air Dental SA
Lénggasse 60 P.O. Box 6008 CH-2500 Bienne 6 Phone +41(0)32 344 64 64 Fax +41(0)32 344 64 91 dental@bienair.com www.bienair.com
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WMEDICAL

Prague, April 19" 2021

To whom it may concern

We, Medical Trade, s.r.o0., located in Kfeslicka 301/1, 101 00 Prague 10, Czech Republic,

as an authorized sale and service partner for all Bien-Air Dental S. A. products in
the Czech Republic,

hereby confirm

that CA 1:5 (L) and CA 1:1 (L) contra-angles, produced by Bien-Air Dental S. A, are
equipped with internal cooling system and 2 x 3 separate air/water sprays.

With best regards

Ing. Vladimir Valenta W TRADES
3. Viadim - YMEDICAIT i,
Evecutive Biractor ) Kreslicka 1, 101 00 Praha 10

_ Tet.: 272 765 043

ICQ: 25790579, Dic: CZ25790579

Medical Trade, s. r. o.
Kreslicka 1

101 00 Prague 10
Czech Republic

Tel.: +420 602 350 661
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Prague, April 8" 2021

To whom it may concern

We, Medical Trade located in Kreslicka 301/1, 101 00 Prague 10, Czech Republic,

who are sale and service partner for all Bien-Air Dental S. A. products in the Czech
Republic,

hereby confirm that following Bien-Air Dental S. A. turbines and handpieces are
sterilizable in Class B autoclaves up to 135°C:

All versions of turbines: Bora, Prestige, Tornado
All versions of contra-angles: CA 1:5 (EVO), CA 1:1 (EVO), CA 10:1, CA 20:1

All versions of straight handpieces: PM 1:1

With best regards

Bc. Martina Pokryvkova Valentova
Export Sales Manager

Medical Trade, s. r. 0.
Kreslicka 1

101 00 Prague 10
Czech Republic

Tel.: +420 724 380 730

S e






TURBINES CLASSIC LINE

MK-DENT CLASSIC LiNE,

WMI-DENT CEASSRCLINE,

MK-DEMT CLASSICLINE,

MK-DENT CLASSIC LINE,

MK-DENT CLASSIC LINE,

TECHNICAL DATA

MK-DENT CLASSIC LiNE,

FOWER EDITICN, LUX STANDARD HEAD, LUX POWER EDITION STANDARD HEAD SMALL HEAD, EUX SMALLHEAD
Reference Number HC20KL HC21KL HCz20K HC21K HC22KL HC22K
Light v v - - v -
Head Size Standard head Standard head Standard head Standard head Small head Srmall head
Head Dimensions {rmm} Bi125xH153 B12.5xH143 B12.5xH143 G125xH143 ?10.8xH125 210.8xH125
Coupling Type Kave Kavo Kavo Kave Kavo Kavo

KEY FEATURES

Bur Guide Carbide insert Carbide insert Carbide insert Carblde Insert Carbide insert Carbide insert
Back Cap Push button Push button Push button Push button Push button Push button
Bearing Ceramic Ceramic Ceramic Ceramic Ceramic Ceramic

Spray Outlet

4% asymetrical mixed

4 asymetrical mixed

4 asymetrical mixed

£ asymetrical mixed

3 asymatrical mixed

2 asymeatrical mixed

TECH SPECS

Power (W} 28 23 23 23 i8 18

Non-load Spead (rom) 375000 3750060 375000 375000 420000 420 000

Sound Level (db) Max. 57 Max. 57 Max. 57 Max. 57 Max. 60 Max. 60

Weight (g) &3 63 63 63 83 63

Tubing &-pin 6-pin £-pin 4-pin 6-gin 4-pin
QTADT6KW (LED}) QCa016KW (LED) QCEOT16KW (LED)

Countin QUaTI6K (LED} QCH0I6K (LED) QC4014K QU4014K QCH016K (LED) QCH014K

ping QEB016KW (Xenon) QCB0T6KW (Xenon) QCL01ZK GCATT2K QCEO16KW (Xenon) QCA01ZK

QT3 6K (Kenon) QCEXEK (Xenon) GCE016K (Xenon)

Warranty {months) 18 18 18 18 18 18

49



BARGTEHEIDE, 18.08.2021

MK-dent

Marie-Curie-Str. 2, 22941 Bargteheide Germany

To whom it may concern,

We, the MK-dent GmbH, located in Marie-Curie-Strasse 2 in 22941 Bargteheide
GERMANY, confirm that our turbines fulfill the criteria of internal water-air cooling across

the entire product range.

Please feel free to contact us for further information

With kind regards

FABIAN KLEENE
VICE PRESIDENT - MARKETING & SALES

MK-DENT GMBH

+49 4532 400 49 42

FAKLEENE@MK-DENT.COM

PHONE +49 4532 400 49-0 FAX +49 4532 400 4510 INFO@MK-DENT COM MK-DENT.COM

BANK: HAMBURGER SPARKASSE BIC HASPDEHHXXX EURIBAN DES3 2005 0550 1354 1204 36 USD IBAN: DE21 2005 0550 1640 1325 0

AG LUBECK HRB 4272 AK  MICHAEL KLEENE (MANAGING DIRECTOR) VAT NE

MK-DENT GMBH, MARIE.CURIE-STR 2 22941 BARGTEMHEIDE

DEZO72530833 TAX NO

GERMANY

G2232502¢9
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WAK-dent

GERMANY-SINCE 1805

MK-dent GmbH, Marie-Curie-Str, 2, 22941 Bargteheide, Germany

Bargteheide, 20.03.2020

Product confirmation

To whom it may concern, We, MK-dent GmbH located at Marie-Curie-Strasse 2 in
22941 Bargteheide in Germany, confirm that our manufactured dental turbines and
contra angles are:

1) compressed air driven,
2) connected to sleeve according to ISO standard Ritter / Midwest,
3) can be autoclaved in Type B autoclaves.

%Z"dext ; Gmk IH
41 Barutw \eige
|_,;/% J‘%J\ ﬁf 17. 10

Martin Ki’YﬂiECkl
Partner Development Manager
MK-dent GmbH

MK-dent GmbH Phone: +49 (0)4532 40049-0 Bank: Hamburger Sparkasse Amitsgericht Ahrensburg 90 HRB 4272
Marie-Curie-Str 2 Fax: +49 (0)4532 40049-10 Swift Code HASP DE HHXXX Michael Kleene
22941 Bargteheide E-mail: info@MK-dent com Bank Code: 200 505 50 VAT-No.: DE207950833

Germany Internet:  www MK-dent com Account No.: 1354/120436 TAX-No.: 30 293 2502 9



®

GERMANY Instruction manual

HP21KL, HP21WL, HP215L, HPRINL, HP22KL, HP22WL, HP225L, HP22NL
HC20K/KL, HC21K/KL, HC21W/ WL, HC215/SL, HC21N/NL, HC22K/KL, HC22W/WL, HC225/SL, HC22N/NL

=

CE.

1 Explanation of symbols

A See chapter 2. Safaty

Important information for the user

1

5y

3
AL

Product can be sterilized in a steam sterilizer (Autoclave}

i
I

Can be used in thermal disinfectors

c
c € | CE-mark — Confirms that this product fulfills afl requirements for medical products

REF | Reference number

SN | Serial number

2 Safety

2.1 Description of danger levels

>

CAUTION

CAUTION

CAUTION is used if a deficiency in adequate care may result in an endangering of the patient, the user or others.

>

WARNING

WARNING

WARNING is usad if improper use may result in serious injuries.

2.2 Safety notes

>

WARNING

WARNING

Risk of injury for the patient and the operator
Concerning damages like irregular running noise, irregular vibrations, an unspecific rise in temperature and/or other defects.

- Stop operating immediately and contact aur service,

>

WARNING

WARNING

Risk of infection ‘
In case of an injury of the tissue in the oral area, do not proceed to work with air-operated instruments because of a high risk of
an infection.
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or Ili)

No. G218 0551317 005

Manufacturer: MK-dent GmbH
Marie-Curie-Stralte 2
22941 Bargteheide
GERMANY

Facility(ies): MK-dent GmbH
Marie-Curie-Stralle 2, 22941 Bargteheide, GERMANY

Product Turbines, high and low speed handpieces,
Category(ies): prophylaxis handpieces, motors and couplings
including spare parts and accessories for
the dental area

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ilb and lil devices an additional Annex Il| certificate is
mandatory. See also notes overleaf.

Report No.: 713132582
Valid from: 2018-08-05
Valid until: 2023-08-04

Date, 2018-06-08 :

Stefan Preifs

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

wp 1 ®
TOV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrae 65 - 80339 Miinchen - Germany TV



MK-dent GmbH, Marie-Curie-Str.2, 22941 Bargteheide, Germany

Letter of Authorization

This is to certify that
MK-dent GmbH
Marie-Curie-Strasse 2
22941 - Bargteheide
Germany

Appoints
Limeta Jsc
Graiciuno Str. 4
02241 Vilnius
Lithuania

Bargteheide ,01.06.2020

. as an authorized dealer for importation, distribution and repairs of MK-dent products in:

Lithuania

This appointment is effective since 01.06.2020. This contract is valid for 1 year from the date of issue
and it is automatically renewed year by year unless cancelled by one of both parties at least 30 days

before each natural expiry.

MK-dent GmbH

(authorized signature)

Fabian Kleene
Vice President
Sales & Marketing

MK-dent GmbH Phone: +49 (0)4532 40049-0 Bank:
Marie-Curie-Str.2 Fax: +49 (0)4532 40049-10 Swift Code
22941 Bargteheide E-mail: info@mk-dent.com Bank Code:
Germany Internet: www.mk-dent.com Account No.:

Hamburger Sparkasse

Michael Kleene
VAT-No.: DE207950833
TAX-No.: 3029325029

Amtsgericht Ahrensburg 90 HRB 4272
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~+ TECHNICAL DATA

operating frequency:

24.000 - 36.000 Hz

power types:

adjustable via the dental chair
power supply:

24 VAC, 50-60 Hz / 32 VDC
water supply:

via the dental unit

warranty:
2 years, handpiece 1year

~+ COMPACT PIEZO LED

Equipment set
1 electronic module
1LED ultrasonic handpiece

1 basic kit equipped with: scaling inserts $1
and S6, perio inserts P1and P10

Ref. no. 05090008
-= COMPACT PIEZO P2K

Equipment set

1 electronic module

1 ultrasonic handpiece

1 basic kit equipped with: scaling inserts 51, S2,
$3 and 1 high-efficiency scaling insert S6

Ref. no. 05090003

~% COMPACT PIEZO LED
~% COMPACT PIEZO

Compact efficiency or directly built-in.

S@F

| MODE

e

Including feedback-system for constant power.



-3 SPARE PARTS

High quality spare parts for your
ultrasound device.

2 i 3 Wk‘m
DSC adaptor for ultrasound inserts scaler insert adaptor

- ADAPTORS FOR THERMODISINFECTION
Product

DSC Adaptor (for scaler handpiece irrigation line) *
Spare filter for DSC Adaptor*
Scaler insert Adaptor*

> COMMON SPARE PARTS
dynamometric torque wrench K10
dynamometric torque wrench Ké
dynamometric wrench K7 (for tipholder DB1)
water filter
insert tray
universal cart
universal cart with water & air connections

* not disposable

Ref. no.

04610007
04590006
04610009

02900137-001
02900074
02900081
00420004
02900072
0354001
03540012

dynamometric
torque wrench K10

®

6

o

| mactron

fd
Jv‘
e

dynamometric torque wrenches K6 and K7

> - waterfilter

55

ULTRASOUND



~~everyinsert
is supplied with its
own torgue wrench

= SCALING INSERTS

Product Ref. no.

insert S1 02960001-001
universal curette with semicircular diameter for
considerable tartar removal

insert 51-S 02960009-001
slim universal curette with triangled slightly

curved surface for removal of supragingival tartar,
subgingival concrements and biofilm

insert 52 02960002-001

universal curette with triangled, slightly
curved surface, efficient in the interdental
spaces and posterior surfaces

insert 3 02960003-001
flat, with rounded edges for considerable
supragingival tartar removal

insert 54 02960004-001

universal curette with 45° angled, triangled and
slightly curved surface for tartar removal on mesial
and distal interdental surfaces in the posterior area

insert S5 02960005-001

similar shape to S1insert but longer and thinner
for gentle supra- and subgingival tartar removal
and for gingivitis

64

- INSERTS

For a wide range of applications
% SCALING

/4

i Il




.
ssssadls

SC

>

LING HIGH EFFICIENCY

S6 S7 ’I S8

- every insert
is supplied with its
own torque wrench

= SCALING HIGH EFFICIENCY INSERTS

Product Ref. no.

insert 56 02960006-001
contra-angled universal curette with semicircular
diameter, powerful insert (twice the power of 51
insert) for considerable tartar removal

insert 57 02960007-001
contra-angled universal curette with triangled,
slightly curved surface, powerful insert (twice the
power of 52 insert) efficient in the interdental

spaces and posterior surfaces

insert S8 02960008-001

contra-angled, flat working surface with round
edges, powerful insert {twice the power of 53 insert)
for considerable supragingival tartar removal

65
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me medicat technology

Mectron S.p.A. AIVATTO0L 77110096

Via Loreto, 15/A N. Iscr, Rag, imprese Genova
18042 Carasco ~ GE {Italy) & C.Fisc.: 01126960101

Tel, +39 0185 35361 R.EA, Genova 253624

Fax +39 01.85 351374 WWW.ITRCLroRn, Com

mectron@mectron.com

DICHIARAZIONE DI CONFORMITA'

Nome dispositiva: COMPACT PIEZO LED
Numero di serie / serial number: 108003863
Tipologia / Typology: Ablatore ad Ultrasuonl/Ultrasonic Scaler

La Ditta Mectron 8.p.A,, fabbricante delle tipologle di dispositivi medick:
“Dispositivi per chirurgia ossea, Ablatori ad Ulirasuoni, Apparecehl combinati ablatore e dmozione della placca, Apparecchi per la rimozlons
della placea, Lampade Polimerizzatrici ed Inserti per chirurgia ossea”, dichiara sotto la propria responaabilitd che tali apparecchi soddisfano
le disposizioni applicabili defle segusnti direitive e det corrispondentt decreti di ativazione:
a) Direttiva 93M2/CEE - recapita in Italla con D.Lgs n. 46 del 24-2-1997, modificata daila

Direttiva 2007/47/CEE - recepita In ltalia con D.Lgs n. 37 del 25-1-2010,

Mectron 8.p.A., manufacturer for the following Medical Devices:
“Bone surgery units, Ultrasonic Scalers, Ultrasonic Scalers and Jet-Cleaner Polishers, Jet-Cleaner Polishers, Light Guring Units and Inserts
for bone surgery”, declares on ifs responsibility that those apparatus comply with the applicable requirements of the folfowing directives:
a} Directive 93/42/EEC - D.Lgs. 24 February 1897 n. 46, amended by
Directive 2007/4T/EEC - D.Lys. 25 January 2010n, 37,

A tale scopo Mectron S.p.A. dichiara e garantisce che:

1) Il dispositivo in oggetio soddisfa i requisiti essenziall richiestl dalfAllagato | defle Direttive menzionate al punto a);

2) La progeftazione del dispositivo in oggetto soddisfa le disposizioni applicabili delf/Allegato | delle Direttive menzionate al punto a);
3} La fabbricazione soddisfa le disposizioni appiicabili dell'Aliegate |} {Sistema Complefo di Garanzia di Qualitd) escluso il punto 4
delle Direttive menzionats al punto 8);

4) E' garantito un sistema di Assicurazions della Qualitd in conformith alla norma UNEEN 180 9001-2015 ed

UNI EN 180 13485.-2016;

5) 1| disposttive in oggetto & da considerars! appartenente alla classe lla.

For this pumose Meclron 8§.p.A. declares and guarantees that:

1) This device complies with the main requisites required by Annex | Directives listed in a);
2) Thae planning of this device comply with the applicable requirements of Annex | Directives listed in a);
3 The manufacture complies with the applicable requiremaents of Annex If (Full Quality Assurance System) without point 4 of the

Directivos listed in a);

4) A system of Quality Assurance is guaranted In conformity with the UNJ EN 1SO 9001-2015 and
UNI EN IS0 13485-2016;

5} This device is fo be considered as belonging to the class lla.

Si dichiara pertanto che i dispositivl in oggetto sono conformi a quanto prescritto dalle Direttive menzionate al punto a), con approvazione
dell'Ente Notificato e sono stafi immessi in commercio con la marcatiura CE, secondo quanty disposto dalf'Articolo 17 defle suddette Dlrettwe
e Articclo 16 del D.Lgs n. 37 del 25-01-2010.

Therefore we declare thal this device complies with ali that is prescribed by the Directives listed in a), with approvation of Notiffed Body and
they have been put on the market with the EEC mark according to the Arlicle 17 of the above-mentioned Directives and Article 16 of D.Lgs.
25 January 2010 n, 37.

Ente: KIWA CERMET ITALIA 0476
Via Cadriano 23 Il Responsabile

iccardo Valle

Certificato; MED 21014A
Data / Date:  02/07/2021



' Dear Users:

- not insured, the fake product can easily break your device and will bring potential risk for

| the resultful reporter, and your information will be kept strictly confidential.

Thank you for trusting and supporting WOODPECKER products!
Recently we found FAKE woodpecker products on the market, due to the quality is

patients’ safety. In order to protect our users” benefits, we particularly inform that:
1. Finding those who counterfeit and sell imitations, please email to
woodpecker@mailgl.cn to report. We offer 60% of the award judged by the court to

2. Authenticity verification of WOODPECKER products can be checked from
www.glwoodpecker.com and click “Anti-Forgery Query” for checking,

3. From 15th September 2012, all detachable handpiece as well as all scaling tips that

sold separately are pasted with Anti-Forgery labels. Please login into our official website
to check.

Scan and Login website
for more information
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(Please read this manual before operating)
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GUILIN WOODPECKER MEDICAL INSTRUMENT CO.,LTD.
www.glwoodpecker.com
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Guilm Woodpecker Medical Instrument Co., Ltd. is a high-
tech enterprise in researching, developing, and producing dental
equipment, and has a perfect quality assurance system, main
products including ultrasonic pizeo scaler, curing light, micro

motor, apex locator and ultrasurgery etc.

2.1 BUILT-IN C adopts the principle of ray radiation to solidify
the light-sensitive resin by shooting at it in a short time.

2.2 This product 1s used to restore teeth and solidify material for

whitening teeth.

B BUILT—INC 18@@1’1’1})%&3{1 mainly of high power LED, optical

fiber, mam unit.

4.1 Power supply: 24V~ 50/60Hz
4.2 Rated current: 0.3A

4.3 Apphied part: optical fiber

4 4 Lightsource:

4.4.1 Blue light



4.4.2 Wave length: 420nm-480nm
4.4.3 Light intensity: 1000mW/cm*~1200mW/cm®
4.5 Workmg condition:
4.5.1 Environment temperature: 5°C to 40°C
4.5.2 Relative humidity: <80%
4.6 Dimensions: @23mm=<250mm
4.7 Net weight: 160g
4.8 Consumpiion power: <8W
4.9 Protection type against electrical shock: class 11
4.10 Protection agamst electrical shock: type B
4.11 Protection against harmful ingress of water or particular
matter: Ordinary equipment (IPX0)
4.12 Safety in the presence of lammable anesthetic mixture with
air, oxygen or nitrous oxide: not suitable under this condition.
4.13 Applied part: optical fiber

Notice: the equipment needs to be installed in the medical

power supply, and to ensure that the final product meets the
requirements of [EC 60601-1.

5.1 Connect the power line which marked with 24V~ to the
dental unit 24V~ output, lace the nylon thread to the dental unit,
it's ready to be operated.



Caution: when assembling, the power of the dental unit should be
cut off. The power line in the cable should be longer than the nylon

thread, in case break the power line when operating.

Optical fiber
Light hood
Digital screen
On/Off button
i g Time button
Rempingmode 528 Full mode
Mode switch f_;.__“; Pulse mode
Cable
24V~ Input
N
picture 1



5.2 Take off the red cap from the optical fiber and then insert

the metal part into the front of BUILT-IN C revolving, make
sure to screw the fiber to the end.

5.3 To mstall the light hood on as show in picture 1.

5.4 Unmstall the LED, just reverse the procedure above,

6.1 Press the time button to choose the solidification time.4
working time modes are available: 5,10, 15, 20 seconds.
6.2 Lightly press the mode key. Following three modes are
available.
6.2.1 Full power mode: blue light shine in full power.
6.2.2 Ramping mode: The power of the blue light turns
from weak to stronger, and reaches the highest power in 5
seconds.
0.2.3 Pulse mode: blue light work in the mode of pulse.
0.3 During the operation, aim blue light at the position needing
solidification. The machine will gives off a sound "di", when it
is on. It 1s strong blue light after 2 seconds with week blue light.
Then 1t counts down to "0" second to end the solidification.
0.4 After the operation, please clean the fiber with calico in order
not to affect the light intensity.

0.5 The depth of solidification of composite is no less than 4mm



per 10 seconds.
6.6 The optical fiber can be spinned off by 360° and autoclaved
to 135°C and 0.22MPa.

7.1 When in clinical operation, make sure the light source be
aimed at the resin directly improperty position will affect the
solidification.

7.2 Avold aiming at eyes directly.

(1) WARNING: If the curing light works for 40s continously,the
temperature of the top of optical fiber may reach 56C.

@ WARNING: Do not modify this equipment without

authorzation of the manufacturer.

Heart disease pati»az:nts:, pregnant women and children should be

cautious to use this equipment.

9.1 Only the optical fiber can be autoclaved under high
temperature and pressure, other parts should be waped by clean
water or dismiectants if necessary, never immersed.

9.2 After operation cach time, clean the optical fiber.



e .7.-7;.-":_;10 After serﬂce

Two year warranty ammdmg to the warranty card.

Fault Cause Solution
1. The matin unit doesn't |1. Check with the

Non-indication  konnect well with the connection of the main unit

Non-act junit or the power doesn't fand the unit.
o, 2. Make sure the power 18
Ot

1. The optical fiber is not} 1. Insert the optical fiber
Inserted till the botton.  jagain correctly.

Light intensity 2. The optical fiber has | 2. Change the optical fiber.
insufficient cracked. 3. Wipe off the resin.

3. There is resin

remained on the surface

of optical fiber.

If any malfunction case was found, please contact with the

dealer the unit was purchased or our company.

| .;.-‘12 1 Thlb ﬂi‘Qulpmemt %ll()llld be handled carefully, kept away

from shaking point, mstalled or stored at shadowy, dry, cool and



ventilated places.

12.2 Don't store 1t together with articles that are combustible,
poisonous, caustic and explosive,

12.3 This equpment should be stored in the environment where
the relative humidity 1s <80%, the atmosphere pressure 1s 70kPa
to 106kPa and the temperature 18 ~10°C to +55°C.

12.4 Excess mpact or shake should be avoided during
transportation.

12.5 Don't mix it with dangerous articles during transportation.

12.6 Keep it away from sun or snow or rain during

transportation.

There is not any harmful element in this equipment. It can be
disposed of according to the local laws. |

The components of the epuipment are listed in the packing list.

We reserve the rights to change the design of the equipment, the
technique, fittings, the instruction manual and the content of the

original packing list at any time without notice. If there are some



differences between blueprint and real equipment, take the real

equipment as the norm.

16. For technical data, please contact

EC

REP

17. Symbol instruction

ﬁWOODPECKER Trademark
&

)

IPXO0

Type B applied part m

Ordinary equipment

Date of manufacture

Manufacturer

Used mdoor only

Screw 1nside/ outside

Wellkang Ltd {www.CE-Marking.eu)
29 Harley St.,LONDON,W1G 8QR,UK

C€

.
&
.
Y.

CE marked product

FDA marked product

Class Il equipment

Altermating current

Recovery

Keep dry

Handle with care



+55°C . ) )
10°C ,ﬂr Temperature limitation
Humidity limitation

Atmospheric pressure for storage

Consult the accompanying documents

80%
0%
106
o
70
K Appliance compliance WEEE directive

eclrep] Authorised Representative in the EUROPEAN
COMMUNITY

tuy g < i F
f v,%i " Cotted e Got the quality management system certification

. TOVThain AN WO M
‘%

G and CE certification issued by TtV Rheinland

Ml
i

m

N

18. Statement |

All rights of modifying the product are reserved to the manufacturer without further
notice. The pictures are only for reference. The final interpretation rights belong to
GUILIN WOODPECKER MEDICAL INSTRUMENT CO., LTD. The industrial
design, inner structure, etc, have claimed for several patents by WOODPECKER,

any copy or fake product must take legal responsibilities.

\O



19.1 Product conforms to the following standards:

EN 60601-1:2006
EN 60601-1-2:2007
EN 61000-3-2:2006
EN 61000-3-3:2008
EN 60601-1-4:1996
EN 60825-1:2007
EN 980:2008

ISO 9687:1993

EN 1041:2008

EN IS0 14971:2005
EN ISO 7405:2008

EN IS0 176064:2004
EN ISO 17665-1:2006
EN ISO 10993-1:2009
EN IS0 10993-5:2009
BN ISO 10993-10:2010

19.2 EMC - Declaration of conformity

10



Guidance end manufscturer’s daclaration - elaciromagnetic amiesions

The modet BULT-IN C is intended for use in the slectromagnetic environment specified below. The
customear or the user of the modei BUILT-IN  should assure that it Is usad in such an environment.

Emlssions test Compliancs Electromagnstic environment - guldance
The model BUILT-IN © uses RF anergy only for its internal
F emizsl
glﬁg’?“jt ﬁs;' ons Broup 1 function. Therefore, its RF emissions are very low and arg not
likkady to cause any interferencs in nearby elaotronis equipment,
o oomslan GlassB | The modsl BUILT-IN G Is suitable for used in domestic
Farmonic emmiesiona astablishment and in establishmant direcily connecied to a low
Class A villiage powsr supply nabwork which supplies buildings used for
EC 81000-3-2 .
domestic purpeses,
Voltage fuctations
/ flicker emissions Mot applicable
EC 61000-3-3

Guidance & Daclaration — slactromagnetic immunity

The model BUILT-IN C Is intendad for use in the electromagnetic environment speciiied below. The
customer or the user of the model BUILT-IN € should assure that It is used in such an environment,

_ ) 1EC 60501 Compliance Elsciromagnatic snvirpnment -
Immunity test tast lovel lovel quidance
e Hoors ahould be woosl, concrels or
Hlestroslati 46 KV contact +8 KV contact | ceramic tie. If fioors are covered
discharge (S0 . o . ;
EC 8100043 28 KV air 8 kV air with synthatic material, the relative
- hurnidity showld be at least 30 %.
X2V for power supply Mains power cuality should be that
Elw’:imi Fast linas £2kY for power | of a typical comimercial or hospital
transisniburst 1 KV for | supply lines gnvironment
IEC 8100044 Ii o Inputfouipt .
inas
Surge +1 KV line to line 2 KV ine o N;ai“f; power dualty snoul] be ot
. . of a typical commergial or hospita
EC H1000-4-5 +2 kV line 1o 2arth enrth ervironment.
Voltage dips, shorl <5 % Uy Maina powar guality should be thet
interruptions and <5 % iy {285% dip in of a typical commercizal or hospital
voltage varations on | (*B5% dipin Lig) i) envirpiment I the user of the
power supply inpuk for 0.5 oycle for 0.5 oyole ragdded BUILT-IN © requires
lines 40 % Uy 40 % Uy continuad eperation during power
IEC 61000-4-11. {80% dip in Ug {60% dip in ;) | Mains interruptions, it is
for B cycles for § cycles recommended that the model
: BUILT-IN C be powered from an
70% Uy 70% Uy uninterruptible power supply or a
(30% dip in L1 (30% dip in Uy bate
for 25 sycles for 26 eycles Iy
<B% Uy <h% Uy
(»85 % dipin L) (95 % dip in
for & sec Uy
for § aec
Power frequency magnetic fislds
Power fraquency should be at lavels charactaristic of
{50780 Hz) . -
magnetic fleld 3 Afm 3 Am a typical jocation In a fypical
commercial or hospital
EC 81000-4-8 environment,

NOTE Uy is the a.c. mains voltage prior 1o appiication of the test lavel,
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Guldanes & Deglaration ~ Electromagnetic Immunity

Tha madel BUILT-IN G s intended for use In.the elaciromagnetic environment specifiexd balow. The
cusiomesr or the user of the mode! BUILT-IN © should assure that it i used in such an envirenment.

{EC $0601 tont | Compilance

Irrarnunity bast lovel iovel

Elsctromagnetic anvironment « guidance

Pertable and mobila RF cornmunications equipmend
should be used no closer Lo any part of the model
BUILT-IN C, including cables, than the recommendiad
separation distance caloulated from the equation
applicable o the frequency of the transmitter,

Recommended separation distance
Conducted RF B Vims " e
IEC 61000-4-6 {150 kHz to B0 MHz 3V d=1.2%P

Radigted IF [8 Vim 5 15
IEC 8100043 B0 MHz to 2.5 GHA 2 ¥ d=1.2%F" 80 MHz to 800 Mtz
d=2.3:" 300 MHz 0 2.5 GHz

whera P is the maximum output powsr rating of the

trangmitter In watts (W) according to the transmilter
manufaciurer and o s the recommended separation
distance in meters (m).

Field strangths from fixed RF tranamilters, as
detsrmined by an eleciromagnetic site survey,” should
b lgas than the compliance level in esch fnaquency

[
rangs.
Interfarencs may ocour In the vidnity of equiprasnt
marked with the following symbal:

(« i)))

NOTE | Al 80 MHz end 800 MHz. the higher fraquency range applies.

MNOTE 2 These guidelings may not apply in all situstions. Electrormagnedic propagation is affected by
abzorption and reflection from structures, objecis and poopla,

* Field strengths from fixed transmilters, such as base stations for radio {celbuiarcordiess) telephonas and
land rnobile radios, amateur radic, AM and FM radio broadeast snd TV broadesst cannst be pradicted
thaoretically with accuragy. To assess the eleclromannatlic environment dus io fixed RF tranamithers, an
elsciromagnetic site survey should be congidared. i the measurad fislkd strangth In the location in which
the model BUILT-IN € is used excesds the applicable RF compliance level above, the model BUILT-IN C
should be observed 1o verify normal operation. If abnormal performancs is observed, addiional measuras
may be necessary, such as raodenting of relocating the model BUILTYN G,

" Over the frequency range 150 kHz to 80 MHz, field strangths should be lsss than 3Vim.




Recummendead saparation distances between
portabie and moblle RF communications equipment and the modsel BUILT-INC

The model BUILT-IN T is intended for use in slectromagnetic environment in which radiated RF
disturbances is controlled. The customar or the user of the model BUILT-IN C can help prevent
electromagnetic interference by malntaining a minimum distance betwsen portable and mobile RF
communications equipment {fransmitters) and the model BUILT-IN © as recommended below,
according to the maximum oulput power of the communications equipmant.

Rated maximum outpu Saparstion distancs awwdin'ﬁg to frequency of transmitber
POWEHT
of transmitter 150kHz to BOMHz 3@5’3%&’ B00MHz to 2,5GHz

W d=1.2%P" et D d=2.3xP"

0,01 0.12 0.12 (.23

01 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.3 3.8 7.3

160 12 12 23

For transmitters rated at & maximum output power not listed abovs, the recommended separation
distanica o in maters {m) can be estimated using the equation applicable to the frequancy of the
transmitter, whers P is the medmurm oulput power rating of the transmitter in watls (W) accordable
o the ransmitter manufacturer,

NOTE | At 80 Mz and 800 MHz. the separation distance for the higher frecuency range appiies.

NOTE 2 These guidelines may not apply in gl situations. Electromagnstic propagation is affected by
absorption and reflection from siructures, ohjects and pacpls.

The device has been tested and homologated in accordance with
EN 60601-1-2 for EMC. This does not guarantee m any way that
this device will not be effected by electromagnetic iterference.

Avoid using the device in high electromagnetic environment.
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Spare parts for curing light

: Beveled Optical Fiber

- Easy to touch any part of teeth.

Can radiate vertically at any angles.

Solve the problem of weak light intensity when
radiate vertically with old optical fiber.

The light intensity is 40% higher than old optical
fiber on certain spot when radiate vertically.

Optical fiber 3 ol

Black and white optional | EOWG:’ Suipply

Can be autoclaved under high ower-input:

temperature and high pressure AC100V-240V 50/60Hz
1#Dimensions: ®8mm- ®8mm / ®5mm Power Output / Current:
2#Dimensions: ®8mm DC5.0V / 1.0A

Applicable for:

LED.B, LED.C, LED.D

1#Applicable for: |
LED.B, LED.C, LED.D, LED.F i

LED.G, LED.P

2#Applicable for: LED.H LED.F,LED.H W
Battery \|
1):ICR18490A 2:ICR184908 (3):ICR18650A |
Battery Voltage: 3.7V Battery Voltage: 3.7V Battery Voltage: 3.7V |
Applicable for: LED.C Applicable for: LED.D Applicable for: LED.F |
@:ICR186508 (5:ICR18650C |
Battery Voltage: 3.7V Battery Voltage: 3.7V |
Applicable for: LED.H Applicable for: LED.B ;

‘3 ™ N

——

| Bleaching fiber J
\__ Bathymeter / | for LED.F

LED lamp | |
3w, 5w | | Glasses




ﬁ‘” GUILIN WOODPECKER MEDICAL INSTRUMENT CO,LTD.

We GUILIN WOODPECKER MEDICAL INSTRUMENT co., LTD,

With legal address at INFORMATION INDUSTRIAL PARK, GUILIN
NATIONAL HIGH-TECH ZONE, GUILIN, GUANGXI, P.R.CHINA

authorize STOMADENT SK s.r.o. with the legal address at: Lackovce, 300,
06601 Lackovce, Slovakia

to be our official dealer to promote, sell and provide service, install, train
employees and perform warranty services the woodpecker series
products manufactured by us as the part of the dental units

manufactured by STOMADENT SK s.r.o.

Add: Information Industrial Park, Guilin National High-Tech Zone,
Guilin, Guangxi, 541004 P. R. China
Tel: +86-773-2350599,2350527 Fax: +86-773-5822450

E-mail: woodpecker@glwoodpecker.com, sales@glwoodpecker.com

Website: hitp://www.glwoodpecker.com



WOODPECKER ERATEASETFEHABMRLE

GUILIN WOODPECKER Medical Instrument Co.,LTD.
&)

File No.: ZMN-YF-(FM-1)-01-001

Version: A
EC Declaration of Conformity
Manufacturer: whose single Authorized Representative:
Guilin Woodpecker Medical Instrument Co., Ltd. MedNet EC-Rep GmbHeBorkstrasse 10 « 48163

Muenster e Germany

We, the manufacturer, herewith declare that the products
Curing Light UMDNS-Code: 16386

MODEL: LED.B. LED.C. LED.D. LED.E. LED.F, BUILT-IN C. BUILT IN-H. LED.H. LUXV.
LED.G. LUXE. LUXVI. iLed. . X-Cure. O-Light. B-Cure

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class | according to Annex IX of the Directive
93/42/EEC. It bears the mark

The product concerned has been manufactured under a quality management system according
to Annex VIl of Directive 93/42/EEC.

following the procedure relating to the EC Declaration of Conformity set out in Annex V and
Annex VIl of Directive 93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration and is only valid in connection with a batch specific Certificate of

Compliance for all products concerned bearing the CE mark
The above mentioned declaration of conformity is exclusively under the responsibility of
Company: Guilin Woodpecker Medical Instrument Co., Ltd.

Address: Information Industrial Park, GuiLin National High-Tech Zone, GuiLin, GuangXi,
541004, P.R.China

FPEA wrodoe YA or o

Preparation, date Review, date

1/1
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Model Uni-Jet 75 with box
' and control panel .

‘Ratedvoltage . | 230v~¢5%
Rated frequency EEE R R 50 Hz =
_Ratedecurrent . o ol 0 34A. ]
Insulatlon class e CIassI ._
Type of appliance -~ - . o | B e
Operatlng condltlons _' ﬁ' " " _--contmuous operatlon G
: Protect:on agamst mgress of I|qU|ds g : ordmary ie

'on agamst electrlc shock

Degree of prote C

type 8 ‘k

The "otor |s protected by a thermai swntch
Output power ' R

: Ma)umum flow

Mammum head for ontlnuous operatlon MR R 1300 mm HzO
: . Sound pressure Ievel Lo Bg dB(A)*

Other voltages avaitable oh, request 240 V'\/ 50, Hz 2054 - [
' A 120V’\/ 60 Hz' 6,0A - 110V’V 60 HZ _70A_~..~_'_""
100\”\’ GOHZ 70A > i

o iThls appllance cannot work in the presence of an anaesthetlc mlxture
Tk g ' flammable W|th air, oxygen or mtrous oxide .

,, T A bacterlologlcal fllter is also avallable to flltrate the exhausted air.

Alternating current IEC 417-5032

Earthing IEC 417-5019
Appliance Type B IEC 878-02-02

OPEN (disconnected from the main electrical supply) IEC 417-5008

CL.OSED (connected to the main electrical supply) IEC 417-5007

Dangerous voltage _ IEC 878-03-01

= (O | (B )@

*Sound pressure level with canalized air tested according to the standard 1SO 3746-1979 (E).
Parameters: r=1 - Background noise < 51 dB (A) - Instrument: Briiel & Kjeer Type 2232,

Manufactured by CATTANI S.P.A. - PARMA - ITALY
8 .
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ekom

EC DECLARATION OF CONFORMITY
(GB)
Document No: DK50/2021/EU
Article: 112000526-000

Manufacturer: Ekom spol. s r.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic
SRN: P58533

Product name: COMPRESSOR

Model: DK50B, DK50BS, DK50-10Z, DK50-10Z/M,
DK50-108, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS
MOBILE, DK50 PLUS/M MOBILE, DK50 2V, DK50
2V/M, DK50 2VS, DK50 2VS/M, DK50 2V/50, DK50
2V/50/M, DK50 2V/508, DK50 2V/505/M, DK50
2x2V/110, DK50 2x2V/110/M, DK50 2x2V/110S, DK50
2x2V/110S /M, DK50 2V MOBILE, DK50 2V/M
MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S
™

Risk class: class I

Intended purpose: The compressor is used as a source of
clean, oil-free compressed air to power active medical
devices where the parameters and properties of the
compressed air are suitable for the specific application.
Registration code: P68338

Noted product is in conformity with technical requirements
and applicable regulations:

Regulation: MDR 2017/745

Quality Assurance Standards: EN ISO 13485:2016
Procedural Standards: EN 60601-1:2006 /A1:2013, EN
60601-1-2:2015, EN ISO 14971:2019

This declaration of conformity is issued the sole
responsibility of Ekom spol. s r.0. We hereby declare that
he medical device(s) specified above meet the provision of
the Regulation (EU) MDR 2017/745 for medical device.
This declaration is supported by the Quality System
approval to ISO 13485 issued by DNV GL PRESAFE AS.
Certificate No. 279404-2018-AQ CZS-NA-PS Rev. 0.0
valid until: January 30, 2022.

Ing. Jozef Kovac
Regulatory Affairs Specialist

gy [ 9\
L Yal ) { Jt |
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EKOM spol sro
| 03118

P

<9) Priemyse
s 92101
. Slovak Rej

DECLARATION DE CONFORMITE CE (F)

N° de document: DK50/2021/EU
Article: 112000526-000
Fabricant: Ekom spol. s r.o.
Priemyselna 5031/18
921 01 PieStany
Slovak Republic

Le numéro d'enregistrement unique : P58533

Nom du produit : COMPRESSEUR

Modéle: DK50B, DK50BS, DK50-10Z, DK50-10Z/M,
DKS50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS §/M, DK50, DK50 PLUS
MOBILE, DK50 PLUS/M MOBILE, DK50 2V, DK50
2V/M, DK50 2VS, DK50 2VS/M, DK50 2V/50, DK50
2V/50/M, DK50 2V/508, DK50 2V/508/M, DK50
2x2V/110, DK50 2x2V/110/M, DK50 2x2V/110S, DK50
2x2V/110S /M, DK50 2V MOBILE, DK50 2V/M
MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/508, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/1108, DK50 2x4VR/110S
™

Classe de risque : classe I

Usage prévu : Le compresseur est utilisé comme source
d’air comprimé propre et sans huile pour alimenter les
dispositifs médicaux actifs ol les paramétres et les
propriétés de 1’air comprimé conviennent & I’application
spécifique.

Code d’enregistrement : P68338

Le produit noté est conforme aux exigences techniques et
aux réglementations en vigueur :

Réglement : MDR 2017/745

Normes d’assurance-qualité : EN ISO 13485:2016
Normes procédurales : EN 60601-1:2006 /A1:2013, EN
60601-1-2:2015, EN ISO 14971:2019

Cette déclaration de conformité est la responsabilité
exclusive de Ekom spol. s r.o. Nous déclarons par la
présente que le dispositif médical détaillé ci-dessus répond
aux normes du Réglement (EU) MDR 2017/745 portant sur
les dispositifs médicaux.

Cette déclaration est soutenue par I'approbation de systéme-
qualité de 'ISO 13485 émise par DNV GL PRESAFE AS.
N© de certificat 279404-2018-AQ-CZS-NA-PS Rév. 0.0
valide jusqu’au : 30 janvier 2022.

o
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Piestany, 26.5.2021

Ing. Jozef Kovac
Specialiste des affaires réglementaires
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UZDARQJI AKCINE BENDROVE @I’t
LIMETA ...

V.A. Graic¢itno g. 4, LT-02241 Vilnius, tel. (8~5) 2649696, faks. (8~3) 26020355, el.paitas vilnius@limeta.t
Kodas 221906050, PYM mokétojo kodas LT219060515, Lietuvos Respublikos Juridiniy asmeny registras.

VS] Jonavos pirminés sveikatos prieZiiiros centras 2023-01-10, Nr. 2-014
Stunciama per CVP IS

PATVIRTINIMAS
Nr. 644338

Mes UAB ,,LIMETA®, vadovaudamiesi jdiegta kokybeés vadybos sistema, uztikriname,
kad pirkimo dokumentuose vertinimo kriterijy salygos:
- uztikrinime papildoma garantija 24 mén. pratgsima (po privalomy 24 men.).

Viesyjy pirkimy specialisté \j%é JC‘J” Ausra Silickiené



