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Savybés

Aukstos kokybés neradijancio plieno korpusas

1 trijy funkcijy Svirkstas (oras/vanduo/purskimas) su sterilizuojamais
antgaliukais

Integruota Svaraus vandens sistema Svirkstui ir instrumentams (atbulinis
voZtuvas apsaugo nuo vandens patekimo atgal j vidy)

3 instrumenty rankovés su pasvietimo funkcija (6-skyliy jungtis)

Nuimamos instrumenty rankovés

Purskimo srovés reguliatoriai kiekvienam instrumentui atskirai

1 seiliy iSsiurbimo zZarna su puodeliu iSspjauti seiléms

1 stambiy daleliy iSsiurbimo Zarna su 300 I/min srautu
Tolygiai reguliuojama
Unikali ,,BPR Swiss” technologija

2 Svaraus vandens indai: 2 x 0,75 litro

2 skysciy surinkimo indai: 2 x 2 litrai (su automatine apsauga nuo perpylimo)

Suspausto oro sroveés reguliatorius su filtru ir Zarna (6 x 4 mm) oro
pajungimui

Kojinis pedalas su purskimo jjungimo/isjungimo funkcija ir instrumenty
praputimu

Techniniai duomenys

Instrumenty oro sunaudojimas: 35-55 |/min.

Antgaliy darbinis slégis: 2,5 — 3,5 bar

Kiekvienas instrumentas yra atskirai reguliuojamas

Bendras svoris: 22 kg

Matmenys: 535 mm x 580 mm x 850 mm

Garantija: 2 metai

Papildomi jrenginiai: elektrinis mikrovariklis su pasvietimo funkcija ir panele
su 30 programy, elektrinis skaleris, peristaltinis siurblys, turbininis antgalis,
orinis mikrovariklis, polimerizavimo lempa, padékliukas ir t.t.

1.2.1.

1.2.2.

1.3.
1.2.6.
1.2.5., 1.6.

1.7.
1.5.
1.9.

1.8.

1.1.

1.2
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INSTRUCTION MANUAL
DENTA-CART CLINIC

8.2. Version with electrical scaler

1.4.

PRESSURE INDICATOR FOR THE INSTRUMENTS
INDICATEUR DE PRESSION POUR LES INSTRUMENTS

] INDICATORE DI PRESSIONE PER STRUMENTI
DRUCKANZEIGE FUR INSTRUMENTE

I 1.2.4.

TARTOR

\
CLOCKWISE/ANTICLOCKWISE ROTATION MOTOR
ROTATION DU MOTEUR GAUCHE-DROITE
ROTAZIONE MOTORE A SINISTRA DESTRA
SCHALTER RECHTS-/LINKSLAUF MOTOR

ELECTRIC MOTOR SPEED REGULAROR

ULTRASONIC PIEZOELECTRIC SCALEF# REGULATEUR DE REGIME DU MOTEUR
DISSOLVANT DE TARTRE
STRUMENTO PER L’ASPORTAZIONE DIf  REGOLATORE DI VELOCITA DEL MOTORE

ELECTRIQUE

ELETTRICO

(]
ELEKTRISCHER ZAHNSTEINENTFERNER DREHZAHLREGLER ELEKTR. MOTOR

PNEUMATIC MASTER ON/OFF CONTROL SWITCH
INTERRUPTEUR PRINCIPALE PNEUMATIQUE ON/OFF
INTERRUTTORE PRINCIPALE PNEUMATICO ON/OFF
PNEUMATISCHER HAUPTSCHALTER EIN/AUS

1.2.5.

HIGH VOLUME EVACUATION HOSE i
TUYAU D’ASPIRATION A GRANDE CAPACITE
TUBO DI ASPIRAZIONE HVE
HOCHLEISTUNGSABSAUGSCHLAUCH

SALIVA EJECTOR HOSE

TUYAU D'ASPIRATION A SALIVE REGUL OELECTRIC/SCALER
TUBO DI ASPIRAZIONE SALIVA REGUL OLVANT DE TARTRE
SPEICHELABSAUGSCHLAUCH REGUL

SWITCH SPRAY-WATER TANK
INTERRUPTEUR SPRAY-
RESERVOIR

INTERRUTTORE ACQUA
SPRAY CONTENITORE
SCHALTER SPRAYWASSER-
FLASCHE

SPRAY-AIR ADJUSTMENTS
REGULATEURS D'AIR DE SPRAY
REGOLATORE ARIA SPRAY
SPRAYLUFTREGLER

SPRAY-WATER ADJUSTMENT 1.3,
REGULATEURS DE SPRAY
REGOLATORE ACQUA SPRAY
SPRAYWASSERREGLER

MENTO PER L’ASPORTAZIONE DI TARTORO

REGUL R INTENSITAT DES ZAHNSTEINENTFERNERS

1.2.1.

1. 5. 3 WAY SYRINGE
2 SUCTION FLUID CONTAINER ~ SERINGUE A 3 VO
2 RESERVOIR A SALIVE SIRINGA A TRE VIE

2 CONTENITORE DI ACCUMILO  DREIWEGSPRITZE
2 BEHALTER FUR ABSAUGUNG

1.7.

MASTER ON/OFF ELECTRICAL SWITCH
INTERRUPTEUR ELECTRIQUE PRINCIPALE ON/OFF
INTERRUTTORE ELETTRICO PRINCIPALE ON/OFF
ELEKTRISCHER HAUPTSCHALTER EIN/AUS

SELF CONTAINED CLEAN WATER SYSTE
RESERVOIR A EAU PROPRE, INDEPEND
SISTEMA DI ACQUA SPRAY RACCHIUSO
IN SICH GESCHLOSSENES SPRAYWASS

SYRINGE AND INSTRUMENTS (2 CONTAINERS)

OUR SERINGUE ET INSTRUMENTS (2 RESERVOIRS)

RINGA A TRE VIE E STRUMENTI (2 CONTENITORI)

TEM FUR DREI-WEG-SPRITZE UND INSTRUMENTE (2 BEHALTER)

|
O
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INSTRUCTION MANUAL

DENTA-CART CLINIC

12. Technical data

1.10.
Voltage 230 Vv~
Supply frequency 50/60 Hz

Requirements primary fuses

2x T6.3AH250Vac, 5x20 mm

Operating atmosphere pressure

700-1060 hPa

Weight 22 kg

Dimensions (WxDxH) 535 mm x 580 mm x 850 mm
Instrument air consumption 35 —551/min

Instrument working pressure 2,5-3,5bar

Climatic conditions for the storage and transport

Temperature —30°C up to +60°C
Relative air humidity 10% up to 90 %

Climatic conditions for the operation
Temperature +5°C up to 45°C
Relative air humidity up to +70%

13. Correcting malfunctions

Malfunction

Possible cause

Remedy

Device does not work

Plug is not plugged in

Plug in

Device does not work

Fuses

Check fuses and exchange if
need be

Suction does not
work

Waste water bottle is full

Empty waste water bottle

Spray does not work

Spray water bottles are
empty

Fill spray water bottles

(Error) Messages on
the display

See instruction manual of
Bien-Air

See instruction manual of
Bien-Air

page 21/22
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»Synea Fusion“:
Techniniai duomenys

2.
Modelis: TG-98L / TG-98 LRM / TG-98 LM / TG-98 L N / TG-98
Pasvietimas: LED+ / LED+ / $viesolaidis / $viesolaidis / - 2.2,
Spalvy perteikimo indeksas (CRI) (LED versija): >90
Spalvos temperatira (LED versija): 5.500 K
Sviesos srautas (lumenai): 6,0/6,0/ 4,0/ priklausomai nuo jungties / -
Apsvietimo galingumas: 25.000 Lux
Jungtis: 1) ,Roto Quick” su RM jungtimi 2.5.
2) ,,Multiflex” ,,NSK Mach”
Galvuteés dydis: @ 11,5 mm 2.6.
Galvutés aukstis: 21,4 mm (su 19 mm graztu)
Galingumas*: 21W 24.
Apsisukimy skaicius (aps./min.): 360.000 2.3.
Graztai: Pagal EN I1SO 1797-1:1995 FG graZtas su @ 1,6 mm
Maks. darbinés dalies skersmuo: 2 mm
Maks. ilgis: 25 mm
Svoris: 42g/44g/70g/53g/42¢g
Greitos jungties ,Roto Quick” darbinis slégis: 3+0,3 bar
Greitos jungties ,,Multiflex” darbinis slégis: Nuo 2,5 iki 4 bar
ISpurskimo taskai: 4 2.1.
TriukSmingumas: 59 dB (A)

*Galingumo parametras, kai naudojamas 3 bar slégis ir 0,2 bar iSmetamo oro slégis.

Jungtys ,W&H Roto Quick” leidZia naudoti instrumentus su Ziedu LED+, LED+, LED ir halogeniniu pasvietimu

- Lengvai uzdedama ir nuimama

- Nuolatinis vandens iSpurskimo reguliavimas
- Svarios galvutés sistema

- Sterilizuojama

- 24 ménesiy garantija

Jungtis su diodiniu pasvietimu ,W&H RM-34“ skirta ,, Multiflex**“ prijungimui
- Diodinis pasvietimas be papildomy optinio odontologinio jrenginio pakeitimy

- llgas diody tarnavimo laikas

- Nuolatinis vandens iSpurskimo reguliavimas
- Svarios galvuteés sistema

- 24 ménesiy garantija

12



Instructions for use

g FUSION
= or
; z Turbine handpieces with light
T6-98 L /T6-97 L/ TG-98 LM / TG-97 LM
T6-98 LN /T6-97 L N/ TG-98 L RM / TG-97 L RM
Turbine handpieces without light
: Cc€ T6-98 / 16-97
- = 0297

3. Product description for Roto Quick coupling

© Push-button 2.7.
@ Spray nozzles

© LED 2.2
" vy : O Grip profile

© Sheath

T6-98L 1698 T1697L TG6-97 O Nozzle cleaner

o

25‘-
M___—u

12

Approved sterilization procedures

@D Follow your country-specific directives, standards and guidelines.

> Steam sterilization class B with sterilizers in accordance with EN 13060. 2.8
Sterilization holding time a minimum of 3 minutes at 134 °C

or

> Steam sterilization class S with sterilizers in accordance with EN 13060.

The sterilizer manufacturer must give its express approval for the sterilization of turbine handpieces.
Sterilization holding time a minimum of 3 minutes at 134 °C

3413



Naudojimo instrukcija

.l FUSION
VL [

Turbininiai antgaliai su lemputémis
T6-98 L /TG-97 L/ TG-98 LM/ T6-97 LM
16-98 LN /T16-97 L N/ TG-98 L RM / TG-97 L RM
Turbininiai antgaliai be lemputés
C€ T6-98 / 16-97

L - = 0297

3. Gaminio aprasas — Roto Quick jungtis

@ Mygtukas 2.7.

T6-98L 71698 TG-97L

TG-97

Patvirtinti sterilizavimo metodai

@D Laikykités savo Salyje galiojanciy direktyvy, standarty ir nuostaty.

©® Purkstukai

© Sviesos diodas 2.2,

O Rankenélés profilis
O Rankenélés jvoré
@ Purkstuko valytuvas

> Bklasés sterilizavimas vandens garais sterilizatoriuose pagal EN 13060 standarty.  2.8.

Sterilizavimo trukmé maziausiai 3 minutés, esant 134 °C temperatirai

arba

> Sklasés sterilizavimas vandens garais sterilizatoriuose pagal EN 13060 standarta.
Sterilizatoriy gamintojas turi bati patvirtings leidima sterilizuoti turbininius antgalius.

Sterilizavimo trukmé mazZiausiai 3 minutés, esant 134 °C temperatdrai

12
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(" syneavision )

Synea Fusion:

Technical data

3.8.

P

SYNEA FUSION

3.
Types with light: WE-99 LT WG-66 LT WG-56 LT WG6-67 LT WG-69LT
(compact glass rod)
Types without light: WG-33A WG-66 A WG-56 A HG-43 A WG-67 A WG-63 A
Head size: 010.0 mm 09.5mm 095mm 3.5, - - -
Head height
with bur (19 mm): 22.5mm 20 mm 20 mm - - -
Rotary instruments: FG Contra-angle Contra-angle Straight and Stroke 1.1 for Stroke 0.9 for
. . contra-angle . L
bur handpiece bur handpiece bur . Dentatus tips Intensiv files
handpiece burs
Max. operating part diameter: 025 - - - defined by the
Max. length: 25 mm 34 mm 34 mm 34 mm available files and tips
Speed increase/reduction: 1:5 2:1 1 3.3 1:1 2:1 2:1
Spray: 4x 1x 1x 3.1. 1x 1x 1x
(> 50 ml/min) (> 50 ml/min) (> 50 ml/min) (> 50 ml/min) (> 50 ml/min) (> 50 ml/min)
Hluminating power 25,000 lux 25,000 lux 25,0001ux 3.2. - 25,000 lux 25,000 lux
in types with light:
Indications: >Crown and cavity > Excavating > Crown and cavity > Preparing > Removal of > Finishing of
preparations > Preparations preparations > Separating excess materials interproximal
> Trephining close to the pulp > Trephining > Trephining > Prepolishing and subgingival
> Resections > Finishing > Resections > Resections in > Fine polishing areas and cavity
> Finishing > Separating anterior area > Buffing in the margins
> Removing fillings > Finishing of > Minor technical interdental and > Chamfering of
and metal cavity margins procedures subgingival areas the preparation
and fillings > Max. rotational edges and
speed 20,000 rpm of cavities

> Removal of sub
gingival plaque

> Stripping in
orthodontics

> Max. rotational
speed 40,000 rpm

W&H Synea contra-angle handpieces

15



»Synea Fusion”:
Techniniai duomenys

3.
Modelis su pasvietimo funkcija (Sviesolaidis): WG-56 LT
Modelis be pasvietimo funkcijos: WG-56 A
Galvutés dydis: @ 9,5 mm 3.5.
Galvutés aukstis (su 19 mm graztu): 20 mm

Graztai:
Maks. darbinés dalies skersmuo:

Maks. ilgis:

Kampiniy antgaliy graztai

34 mm

Sukimo perdavimo santykis:

1:1 3.3.

ISpurskimo taskai:

1 (>50 ml/min) 3.1.

Apsvietimo galingumas modeliuose su
pasvietimo funkcija:

25.000 Lux 3.2

Indikacijos:

- Danties vainiko ir ertmés preparavimas

- Trepanacija

- Rezekcija

- Separacija

- Danties vageliy ir uzpildy nugludinimas ir poliravimas

16
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Instructions for use

S L:J r’_\i @ {:“‘-. FUSIOH

Straight handpiece HG-43 A

Contra-angle handpieces with light
WG-99 LT, WG-56 LT, WG-66 LT

C€ Contra-angle handpieces without light
0297 WG-99 A, WG-56 A, WG-66 A

Contra-angles

O Press-button 3.7

® Spray nozzle

© Compact optic outlet* 3.2.
WG-56LT WG-09LT O Grip profile

WG-66LT 9 Nose*

O Nozzle cleaner

* only contra-angles with light

11

Approved sterilization methods

@D Observe your country-specific guidelines, standards and requirements.

> Steam sterilization class B (pre and post vaccum) with sterilizers in accordance with EN 13060. 3.8
Sterilization holding time a minimum of 3 minutes at 134 °C

or

> Steam sterilization class S with sterilizers in accordance with EN 13060.

The sterilizer manufacturer must give their express approval for the sterilization of handpieces/contra-angles.
Sterilization holding time a minimum of 3 minutes at 134 °C

2918



Naudojimo instrukcija

E;itJr“iE?ifj FLSION

Tiesus antgalis HE-43 A

Lenkti antgaliai su lemputémis
WG-99 LT, WG-56 LT, WG-66 LT

C€ Lenkti antgaliai be lempuciy
WG-99 A, WG-56 A, WG-66 A

Lenkti antgaliai

@ Mygtukas 3.7.

® Purkstukai 31

© Kompaktiskas stiklo 3.2,

WG-561T WG-99 LT strypas™
WG-66LT O Rankenélés profilis
O Atrameéle*

O Purkstuko valytuvas

* tik lenktuose antgaliuose su
lemputémis

11

Patvirtinti sterilizavimo metodai
@D Laikykités savo Salyje galiojanciy direktyvy, standarty ir nuostaty.

> B klasés sterilizavimas vandens garais sterilizatoriuose pagal EN 13060 standarta. 3.8
Sterilizavimo trukmé maziausiai 3 minutés, esant 134 °C temperatdrai

arba

> S klasés sterilizavimas vandens garais sterilizatoriuose pagal EN 13060 standarta.
Sterilizatoriy gamintojas turi bati patvirtines leidimg sterilizuoti tiesius ir lenktus antgalius.
Sterilizavimo trukmé maziausiai 3 minutés, esant 134 °C temperatarai
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NSK Oriniai mikrovarikliai

Oriniai mikrovarikliai, skirti turbininiy antgaliy rankovéms su pasvietimo funkcija

4. Ti-Max X205L

Su pasvietimu MODELIS X205L Uzsakymo kodas M1013

4.4. e 360° apsisukimas su LED padvietimu @ 32.000 LUX 4.2.
e Titaninis korpusas su jbrézimams atspariu sluoksniu ,,DURACOAT“
e Vidinis ausinimas vandeniu ® Maksimalus apsisukimy skaicius 25000 aps./min. 4.1.
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5/27/2020 Air Motors | NSK-Nakanishi International

P
3

Home > Products > Clinical Micromotors > Air Motors

Air Clinical Micromotors

X205L

73.7 mm

| |
- value for money

4.3. 1SO Type E easy to connect with all handpieces and contra-angles (NSK, KaVo®, Sirona®, W&H®, Bien-Air®)
- Midwest 4 holes and Borden 2/3 holes compatible
- Optic and non-optic
- Internal or external water spray

- Autoclavable up to135°

Ti-Max X205L

= NSK

https://www.nsk-dental.com/products/clinical-micromotors/motors-air/
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5/27/2020 Air Motors | NSK-Nakanishi International

Model: X205L Order Code: M1013

Specifications

Body Material Titanium
Body Coating DURACOAT

Max Speed 23,000 min™! +10%

Features

360° Swivel with LED lllumination / 32,000 LUX / Non-retraction Valve

Nvnal FN M20RKI1 (5

= NSK

https://www.nsk-dental.com/products/clinical-micromotors/motors-air/ 2/2 3



OPERATION

Air Motor

Ti1-Max X205L

X205L

MAN UAL C € g MADE IN JAPAN OM-MOT27E

5. Check before treatment

Connect the handpiece to the motor and check for motor vibration, noise and overheating. If any abnormalities are found do not use the motor and

contact your Authorized NSK Dealer.

6. Forward / Reverse Rotation 4.1.

1) Forward Rotation : Turn the FWD/REV Change Ring to “F”.(Fig. 3)
2) Reverse Rotation : Turn the FWD/REV Change Ring to “R".(Fig. 4)
3) When the FWD/REV Change Ring is positioned at the middle of “F” and “R” , the drive air is interrupted and the motor does not rotate.(Fig. 5)

) *F : Forward Rotation
F\ND/RE\THHQG Ring R : Reverse Rotation
= H ECD
= Yo =
F — == H
6

M Lubrication Ol

1) Remove the motor from the hose.

2) Apply 1-2 drops of lubrication oil into the Drive Air Port shown in the Fig.7.
3) Connect the motor to the hose. Operate the motor for about 10 seconds.

7-3 Sterilization
Sterilize the product by autoclave sterilization. Remove the handpiece after each patient and sterilize as noted below.

1) Insert into an autoclave pouch. Seal the pouch.
2) Autoclavable under the conditions below.

Autoclave for more than 20 min. at 121°C, or 15 min. at 132°C, or 3 min. at 134°C.  4.5.
3) The motor should remain in the autoclave pouch until required for use.

HSITON3
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5.1.

5.

»SP NEWTRON LED“

»SP NEWTRON LED“ valdymo modulis yra daugiafunkcinis pjezo-ultragarsinis jrenginys su integruota

technologija ,NEWTRON" bei suderinamas su antgaliu ,,SATELEC Newtron LED“.

Autoklavuojamas antgalis su naujausia diodinio LED pasvietimo technologija yra patikima apsvietimo sistema.

III

* Technologija ,Cruise Contro

*  Ploksté su LED pasvietimu: 65.000 Lux Sviesos intensyvumas

e Suderinama su visu ,Satelec” instrumenty asortimentu. 5.4.

* Galima specifiné konfigiracija pagal poreikj.

Maitinimas 24V AC £10% 35 W/35V DC +10%
Dainis 5.2. | Nuo 28 iki 36 kHz
Periodontinis rezimas 5.3. Nuo 8 iki 30 mA

Endodontinis rezimas

Nuo 32 iki 54 mA

Profilaktinis rezimas

Nuo 56 iki 78 mA

,Boost” reZimas

Nuo 81 iki 100 mA

Automatinio sureguliavimo sistema ,,Cruise Yra
Control“
Pasvietimo funkcija Yra

Modulis

75x49 x 33 mm

26
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y 2018/Version 1.0

4174_2/Ma

ANNEX V

sgs.ch

EC-Certificate

SQS as a conformity assessment body identification
number 1250 herewith certifies the company

BPR Swiss GmbH
Weststrasse 16

3672 Oberdiessbach
Switzerland

the use of a quality assurance system in its manufacturing and
distribution which fulfills the requirements set out in:

Directive 93/42/EEC

This approval is based on the result of the report dated January 28, 2019.

The scope of validity covers the products

Portable and mobile dental operatory units

The following CE label can be applied to these products
mentioned in this certificate

CE 1250

A condition for the validity of this certificate
is a regular examination in accordance
with Annex V.4 of the Directive 93/42/EEC

Validity 01.03.2019-28.02.2024 Reg. no. 43311

Issue 01.03.2019 Approved PV Medical 11.02.2019
F. Miiller, CEO SQS D. Taddeo, Medical Responsible

Swiss Association for Quality and + Partn_er0f®
Management Systems SQS £

*
Hok

-

Bernstrasse 103, 3052 Zollikofen, Switzerland Swiss Made

29



Declaration of Conformity Zi1licul
CE-Erklédrung Cu } im
Declaraciéon de Conformidad \

We / Wir / Nosotros W&H DENTALWERK BURMOOS GmbH
Ignaz-Glaser-Strae 53
A-5111 Blrmoos / Osterreich

declare under our sole responsibility that the products

H $rar b Aia Dead:lén
erklaren in alleiniger Verantwortung, dass die Produkte

declaramos bajo nuestra total responsabilidad que nuestros productos

Turbines / Turbinen / Turbinas |

(According to page 2 / gemiR Seite 2 / Conforme al Pagina 2)

to which this declaration relates, fulfil the requirements of the Directives 93/42/EEC (Medical Devices), 2006/42/EC (Machlnery) ’
and 2011/65/EU (RoHS)*. ‘

auf die sich diese Erklérung bezieht, den Anforderungen der Richtlinien 93/42/EWG (Medizinprodukte), 2006/42/EG (Maschlnen)
und 2011/65/EU (RoHS)* entsprechen. ,

|
a los que esta declaracion afecta, corresponden a las exigencias de las Directivas 93/42/CEE (Productos Sanitarios),
2006/42/CE (Maquinas) y 2011/65/EU (RoHS)*.

Class / Klasse / clase: lla Rule / Regel / regla: 9 i

Conformity assessment procedure / Konformitatsbewertungsverfahren / Evaluacion de la conformidad:
Annex / Anhang / Anexo: I

Notified Body / Benannte Stelle / Organismo Certificador: DQ@S Medizinprodukte GmbH 3

August-Schanz-Strafe 21

D-60433 Frankfurt/Main
Identification no. / Kennnummer / Identification N°: 0297

Certificate unique ID: 170661091
Certificate product group: Turbine handpieces and adapters

*RoHS: without involvement of the notified body / ohne Einbezug des Notified Body / sin la participacion del organismo certificador
Expiry date / giltig bis / valido hasta: 09.08.2020
Significant changes to the medical devices provoke the loss of validity.

Bei signifikanten Anderungen der Produkte verliert die CE-Erklarung ihre Giiltigkeit.
En caso de modificaciones significantes de los productos la Declaracion de Conformidad pierde la validez.

Blirmoos, 28.10.2016

Ing. Wolfgang Stadler

Product responsibility/Project sponsor
Produktverantwortlicher/Projektauftraggeber

Persona responsable del producto/Cliente del proyecto

CE-Erklarung MD00257 Rev. 09
Dokumenten-Lenkung 0009 1/2
Vorlage 0007 Rev. 07
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SN

Description / Bezeichnung / Descripcion Type/Tipo REF
(from/ab/desde)
Synea Turbine / Turbine / Turbina TA-97 C LED 10069705 107792
Synea Turbine / Turbine / Turbina TA-97 C 10069706 100920
Synea Turbine / Turbine / Turbina TA-97 CLM 10069715 100955
Synea Turbine / Turbine / Turbina TA-98 C LED 10069805 118607
Synea Turbine / Turbine / Turbina TA-98 C 10069806 102678
Synea Turbine / Turbine / Turbina TA-98 CLM 10069815 103345
Synea Turbine / Turbine / Turbina TG-98 L 30001 001001
Synea Turbine / Turbine / Turbina TG-98 30002 001001
Synea Turbine / Turbine / Turbina TG-98 LM 30003 001001
Synea Turbine / Turbine / Turbina TG-97 L 30004 001001
Synea Turbine / Turbine / Turbina TG-97 30005 001001
Synea Turbine / Turbine / Turbina TG-97 LM 30006 001001
Synea Turbine / Turbine / Turbina TK-94 L 30016 01001
Synea Turbine / Turbine / Turbina TK-97 L 30017 01001
Synea Turbine / Turbine / Turbina TK-97 LM 30018 01001
Synea Turbine / Turbine / Turbina TK-98 L 30019 01001
Synea Turbine / Turbine / Turbina TK-98 LM 30020 01001
Synea Turbine / Turbine / Turbina TK-100 L 30021 01001
Synea Turbine / Turbine / Turbina TK-100 LM 30022 01001
Synea Turbine / Turbine / Turbina TK-94 LM 30031 01001
Synea Turbine / Turbine / Turbina TG-97 L RM 30197 00801
Synea Turbine / Turbine / Turbina TG-98 L RM 30198 00801
Synea Turbine / Turbine / Turbina TG-97L N 30199 00801
Synea Turbine / Turbine / Turbina TG-98 L N 30200 00801
MD00257 09 2/2
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Vertimas i$ angly kalbos

/logotipas: PEOPLE HAVE PRIORITY

EB Atitikties deklaracija WaH/

Mes
W&H DENTALWERK BURMOOS GmbH
Ignaz-Glaser-Strafle 53
A-5111 Birmoos / Austrija

Su visa atsakomybe pareiSkiame, kad gaminiai

Turbininiai antgaliai

(pagal 2 lapa)

kuriems taikoma $i deklaracija, atitinka Direktyvos 93/42/EEB (Medicinos prietaisai), 2006/42/EB (Masinos)
ir 2011/65/ES (RoHS)* nuostatas.

Klasifikacija: lla Klasé Taisyklé: 9 Taisyklé
Atitikties jvertinimo proceddra buvo atlikta pagal:
Il Prieda.
Notifikavimo jstaiga: DQS Medizinprodukte GmbH
August-Schanz-StraBe 21

D-60433 Frankfurtas prie Maino
Identifikavimo Nr.: 0297

Sertifikato registravimo Nr.: 170661091

Sertifikato gaminiy grupé: Turbininiai antgaliai ir adapteriai
*RoHS: notifikavimo jstaigai nedalyvaujant.

Galiojimo data: 2020-08-09.

ReikSmingi prietaisy pakeitimai sglygoja deklaracijos galiojimo nutraukima.

2016-10-28, Birmoos

/para8as/

Inz. Wolfgang Stadler
Atsakingas uz gaminj/projekto autorius

EB Deklaracija MD00257 Perziara 09
Dokumenty valdymo sistema 0009
Pateikimas 0007, perzitra 07 1/2
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Aprasymas Tipas UZsakymo Serijos numeris
numeris (nuo)
Turbininis antgalis ,,Synea“ TA-97 C LED 10069705 107792
Turbininis antgalis ,,.Synea“ TA-97 C 10069706 100920
Turbininis antgalis ,,Synea“ TA-97 CLM 10069715 100955
Turbininis antgalis ,,.Synea“ TA-98 C LED 10069805 118607
Turbininis antgalis ,,Synea“ TA-98 C 10069806 202687
Turbininis antgalis ,,Synea“ TA-98 CLM 10069815 103345
Turbininis antgalis ,,Synea“ TG-98 L 30001 001001
Turbininis antgalis ,,Synea“ TG-98 30002 001001
Turbininis antgalis ,,Synea“ TG-98 LM 30003 001001
Turbininis antgalis ,,Synea“ TG-97 L 30004 001001
Turbininis antgalis ,,Synea“ TG-97 30005 001001
Turbininis antgalis ,,.Synea“ TG-97 LM 30006 001001
Turbininis antgalis ,,Synea“ TK-94 L 30016 01001
Turbininis antgalis ,,Synea“ TK-97 L 30017 01001
Turbininis antgalis ,,.Synea“ TK-97 LM 30018 01001
Turbininis antgalis ,,Synea“ TK-98 L 30019 01001
Turbininis antgalis ,,Synea“ TK-98 LM 30020 01001
Turbininis antgalis ,,Synea“ TK-100 L 30021 01001
Turbininis antgalis ,,Synea“ TK-100 LM 30022 01001
Turbininis antgalis ,,.Synea“ TK-94 LM 30031 01001
Turbininis antgalis ,,Synea“ TG-97 LRM 30197 00801
Turbininis antgalis ,,Synea“ TG-98 L RM 30198 00801
Turbininis antgalis ,,Synea““ TG-97LN 30199 00801
Turbininis antgalis ,,Synea“ TG-98 L N 30200 00801

EB Deklaracija MD00257 Perziara 09
Dokumenty valdymo sistema 0009
Pateikimas 0007, perziara 07

2/2
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60118708 0001
Report No.: 12031343 001

Vianufacturer: Nakanishi Inc.

~ Products:

Expiry Date:

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 60099567 0001

2022-05-08

The Notified Body hereby declares that the requirements of Annex Il, 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 Ill devices covered by

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

Effective Date:

Date:

2018-02-26

2018-02-26

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.
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TUV Rheinland G

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60118708 0001
Report No.: 12031343 001
Manufacturer: Nakanishi Inc.

700 Shimohinata, Kanuma,
Tochigi, 322-8666
Japan

"Products included:

Date: 2018-02-26

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
Air Motor

Remotely-driven dental drilling system motor
Endodontic enlarger

Dental-professional prophylaxis motor
Endodontic apex locator

Dental abrasive air jet system handpiece
Dental abrasive powder

Sawing power tool attachment, reciprocating
Sawing power tool attachment, oscillating

TUVRheinland

1/3, Rev. 0

3

0d 0408 ®

TUEV and TUV are registered trademarks. Utilisation and appiication requires prior approvai




i Ay

TUV Rheinland s

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60118708 0001
Report No.: 12031343 001
Manufacturer: 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
- Ultrasonic 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 Files
- Dental suction system, non-surgical

Date: 2018-02-26

P ®
TUVRheinland

2/3, Rev. 0
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0/020d 0408 ®  TUV, TUEV and TUV are reqgistered trademarks. Utilisation and application requres prior approval



TUVRheinland

Doc. 3/

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:

ik

Report

HD 60118708 0001

No.: 12031343 001

Manufacturer: Nakanishi Inc.
700 Shimohinata, Kanuma,
Tochigi, 322-8666

Japan

" Products included:
- 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
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M.Sc. M. Aihara
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Date: 2018-02-26
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

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

Certified
5. atTokyo 6. JUN. O 7. 2019
7. by the Ministry of Foreign Affairs
8. 19-NQ051137
9.

Seal/stamp: 10. Signature

T. Tanaka

Toshie TANAKA
For the Minister for Foreign Affairs
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TUV Rheinland
ATITIKTIES PATVIRTINIMAS
ES Direktyvos 93/42/EEB Il Priedas, iSskyrus 4 Straipsnj
Pilna Kokybés Uztikrinimo sistema
Medicinos prietaisai

Registracijos Nr.: HD 60118708 0001

Protokolo Nr. 12031343 001

Gamintojas: Nakanishi Inc.
700 Shimohinata, Kanuma-shi,
TOCHIGI-KEN, 322-8666
JAPONIJA

Taikymo sritis: Odontologiniy ir chirurginiy instrumenty bei jirenginiy sritys
(dizainas, vystymas ir gamyba)

(ziaréti pridéta produktu sarasa)

Atitikties patvirtinimo, registracijos Nr.: HD 60099567 0001,
pakeitimas

Galiojimo laikas: 2022-05-08

Siuo Notifikavimo jstaiga patvirtina, kad ES Direktyvos 93/42/EEB Priedo Il reikalavimai, i§skyrus 4 skyriy, buvo
iSpildyti iSvardintiems produktams. Aukséiau minétas gamintojas turi jdiegtag ir vykdoma kokybés vadybos
sistema, kuri yra periodiSkai stebima, kaip nustatyta Il Priedo 5 straipsnyje. Pardavimui rinkoje Ill klasés
jrenginiy apimamy Sio sertifikato, yra reilakingas ES projektavomo-patikrinimo sertifikatas pagal Il Prieda 4
skyriy.

Notifikavimo jstaiga
|sigaliojimo data: 2018-02-26

Data: 2018-02-26

Dipl. Inz. M. Aihara

»TUV Rheinland LGA Products GmbH* — TillystraRe 2 — 90431 Niurnbergas

TUV Rheinland LGA Products GmbH yra notifikuojanti jstaiga pagal Direktyva 93/42/EEB
medicinos jrenginiams su identifikavimo numeriu 0197
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Priedas prie

Dok. 1/2, Perziara O

TUV Rheinland
LGA Products GmbH
TillystraBBe 2, 90431 Niurnbergas

Registracijos Nr.: HD 60118708 0001
Protokolo Nr.: 12031343 001

Gamintojas: Nakanishi Inc.
700 Shimohinata, Kanuma-shi,
TOCHIGI-KEN, 322-8666
JAPONIJA

Produktai jiskaitant:

Data 2018-02-26

Oriniai odontologiniai greZimo sistemy antgaliai
Daugkartinio naudojimo deimantiniai odontologiniai graztai
Odontologiniy grezZimo sistemuy prijungimai

Linijimio maitinimo odontologiniai greZimuy sistemuy
antgaliai

Oriniai odontologiniai skaleriai

Oriniy odontologiniy skaleriy antgaliukai

Oriniai wvarikliai

Nuotoliniu biadu varomi odontologiniai grezimo sistemuy
varikliai

Endodontiniai didintuvai

Odontologiniai profilaktiniai varikliai

Endodontinis apekso lokatorius

Odontologiniai abrazyvios oro srovés sistemos antgaliai
Odontologiniai abrazyvis milteliai

Pjaunantys galios instumenty prijungimai, darantys
slankiojamaji judesi

Pjaunantys galios instumenty prijungimai, wvibruojantys

Notifikavimo jstaiga

Dipl. Inz. M. Aihara
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Priedas prie

TOV Rheinland

Dok. 2/3, Perziura O
TUV Rheinland
LGA Products GmbH
Tillystrae 2, 90431 Niurnbergas

Registracijos Nr.: HD 60118708 0001
Protokolo Nr.: 12031343 001

Gamintojas: Nakanishi Inc.
700 Shimohinata, Kanuma-shi,
TOCHIGI-KEN, 322-8666
JAPONIJA

Produktai jiskaitant:

Data 2018-02-26

Pjaunantys galios instumenty prijungimai, stréliniai
Slekamojo judesio chirurginiy pjuklo asSmenys, daugkartinio

naudojimo
Vibruojanéiy chirurginiy pjikluy asmenys, daugkartinio
naudojimo
Stéliniai chirurginiai pjovimo asmenys, daugkartinio
naudojimo

Odontologinés implantavimo sistemos

Chirurginiai varzty suktuvai, daugkartinio naudojimo
Ultragarsiniy odontologiniy skaleriy sistemos
Ultragarsiniy odontologiniu skaleriy sistemy antgaliukai
Odontologiniai ultragsiniu chirurginiy sistemuy antgaliukai
Odontologinés ultragarsinés chirurginés sistemos

Bendra chirurginé sistema

Sterilias produktai:

- Sterilas graztai

- Sterilds turbininiai graztai

- Sterilds asmenys

- Sterilds brazikliai

- Sterilios adatos

Odontologinés atsiurbimo sistemos, ne chirurginés

Notifikavimo jstaiga

Dipl. Inz. M. Aihara
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TUV Rheinland

Dok. 3/3, Perziura O
TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niurnbergas

Priedas prie
Registracijos Nr.: HD 60118708 0001
Protokolo Nr.: 12031343 001

Gamintojas: Nakanishi Inc.
700 Shimohinata, Kanuma-shi,
TOCHIGI-KEN, 322-8666
JAPONIJA

Produktai iskaitant:
- Orinés chirurginés grezimo masSinos
- Elektrinés grezimo sistemos odontologinei chirurgijai,
odontoloiginei implantuy chirurgijai bei kojos ir alkinés
chirurgijai
- ISorinio auSinimo tiesus antgalis kojos chirurgijai ir
burnos chirurgijai

Notifikavimo jstaiga

Data 2018-02-26

Dipl. Inz. M. Aihara
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NSK

ATITIKTIES DEKLARACIJA Nr. DC-1-03N-45-GR-1

GAMINTOJAS

NAKANISHI INC.
700 Shimohinata, Kanuma-shi, Tochigi-ken 322-8666, Japonija

IGALIOTASIS ATSTOVAS ES
NSK EUROPE GmbH
Elly-Beinhorn-Strasse 8
65760 Eschborn
Vokietija

MEDICININIS IRENGINYS

Odontologiniai varikliai
Oriniai varikliai

Modelio pavadinimas: X205L
Gaminio pavadinimas: Ti-Max X205L
Klasifikavimas: Klasé IIa (9 taisyklé)

NAKANISHI INC. yra iSskirtinai atsakinga uz Atitikties deklaracija.

Ant gaminio nurodomas serijos numeris yra fiksuojamas iSsiuntimo duomeny registre.
Zemiau pasirades patvirtina, kad medicininos prietaisas, nurodytas auk$&iau, atitinka
esminius reikalavimus, nurodytus EB Direktyvos 93/42/EEB I Priede.

Atitikties deklaracija grindziama EB Direktyvos 93/42/EEB Il Priedu ir paremiama
,»TUV Rheinland LGA Products GmbH", Tillystrasse 2, 90431 Niurnbergas (0197),
sertifikato II Priedu su nuoroda j 93/42/EEB direktyvos 1 ir 3 straipsnius.

Sertifikato registravimo Nr.: HD 60039342 0001

Taip pat §i Atitikties deklaracija apima EB Direktyva 2006/42/EB.

Tochigi, Japonija: 2013 m. birzelio mén. 17 d.

Yoshihiro Kanno, Kokybés Uztikrinimo

skyriaus vadybininkas
NAKANISHI INC. CENTRINIO BIURO GAMYKLA: 700 Shimohinata, Kanuma-shi, Tochigi, 322-8666, JAPONIJA
www.nsk-inc.com BIURAS TOKIJUJE: 9F TIXTOWER UENO 4-8-1, Higashiueno Taito-ku Tokijas, 110-0005, JAPONIJA
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Declaration of Conformity | C
CE-Erkldrung ‘ r
Declaracion de Conformidad

We / Wir / Nosotros W&H DENTALWERK BURMOOS GmbH
Ignaz-Glaser-Strae 53
A-5111 Birmoos / Osterreich

declare under our sole responsibility that the products
erklaren in alleiniger Verantwortung, dass die Produkte
declaramos bajo nuestra total responsabilidad que nuestros productos

Handpieces and contra-angles / Handstiicke und Winkelstiicke / Pieza de mano y contra-angulo
(According to page 2/ geméaR Seite 2 / Conforme al pagina 2)

to which this declaration relates, fulfil the requirements of the Directives 93/42/EEC (Medical Devices), 2006/42/EC (Machinery)
and 2011/65/EU (RoHS)*.

auf die sich diese Erklérung bezieht, den Anforderungen der Richtlinien 93/42/EWG (Medizinprodukte), 2006/42/EG (Maschinen)
und 2011/65/EU (RoHS)* entsprechen.

a los que esta declaracion afecta, corresponden a las exigencias de las Directivas 93/42/CEE (Productos Sanitarios),
2006/42/CE (Maquinas) y 2011/65/EU (RoHS)*.

Class / Klasse / Clase Il a Rule / Regel / regla: 9
Conformity assessment procedure / Konformititsbewertungsverfahren / Evaluacién de la conformidad:
Annex / Anhang / Anexo: Il
Notified Body / Benannte Stelle / Organismo Certificador: DQS Medizinprodukte GmbH
August-Schanz-Strafie 21

D-60433 Frankfurt/Main
Identification no. / Kennnummer / Identification N°: 0297

Certificate unique ID: 170661091
Certificate product group: Straight and contra-angle handpieces, dental

*RoHS: without involvement of the notified body / ohne Einbezug des Notified Body / sin la participacion del organismo certificador
Expiry date / gliltig bis / valido hasta: 09.08.2020
Significant changes to the medical devices provoke the loss of validity.

Bei signifikanten Anderungen der Produkte verliert die CE-Erklarung ihre Giiltigkeit.
En caso de modificaciones significantes de los productos la Declaracién de Conformidad pierde la validez.

Biirmoos, 11.05.2

Johann Fersterer

Product responsibility/Project sponsor
Produktverantwortlicher/Projektauftraggeber

Persona responsable del producto/Cliente del proyecto

CE-Erklarung MD00249 Rev. 14
Dokumenten-Lenkung 0009 1/2
Vorlage 0007 Rev. 07
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SN

Description / Bezeichnung / Descripcién Type/Tipo REF
(from/ab/desde)
Contra-angle / Winkelstiick / Contra-angulo WG-99 LT 30007 007802
Contra-angle / Winkelstiick / Contra-angulo WwG-99 A 30008 001819
Contra-angle / Winkelstiick / Contra-angulo WG-56 LT 30009 014634
Contra-angle / Winkelstiick / Contra-angulo WG-56 A 30010 002462
Contra-angle / Winkelstiick / Contra-angulo WG-66 LT 30011 002967
Contra-angle / Winkelstiick / Contra-angulo WG-66 A 30012 001186
Contra-angle / Winkelstiick / Contra-angulo WK-99 LT 30023 00801
Contra-angle / Winkelstiick / Contra-angulo WK-93 LT 30024 00801
Contra-angle / Winkelstiick / Contra-angulo WK-56 LT 30025 04014
Contra-angle / Winkelstiick / Contra-angulo WK-66 LT 30026 01907
Contra-angle / Winkelstiick / Contra-angulo WK-86 LT 30027 01491
Contra-angle / Winkelstiick / Contra-angulo WG-99 LT 30195 00801
Contra-angle / Winkelstiick / Contra-angulo WG-99 A 30196 00801
Contra-angle / Winkelstiick / Contra-angulo WG-57 LT 30212 001182
Contra-angle / Winkelstiick / Contra-angulo WK-99 LT S 30215 00801
Contra-angle / Winkelstiick / Contra-angulo WK-93 LT S 30216 00801
Contra-angle / Winkelstiick / Contra-angulo WK-56 LT S 30217 00801
Contra-angle / Winkelstiick / Contra-angulo WK-66 LT S 30218 00801
Handpiece / Handstiick / Pieza de mano HG-43 A 30013 000801
Handpiece / Handstiick / Pieza de mano HK-43 LT 30028 00801
2/2

MDO00249 14

M
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Vertimas is angly kalbos

/logotipas: PEOPLE HAVE PRIORITY
egsrgn . W&H/
EB Atitikties deklaracija

Mes
W&H DENTALWERK BURMOOS GmbH
Ignaz-Glaser-Stralle 53
A-5111 Birmoos / Austrija

Su visa atsakomybe pareiSkiame, kad gaminiai

Antgaliai ir kampiniai antgaliai

(pagal 2 lapa)

kuriems taikoma Si deklaracija, atitinka Direktyvos 93/42/EEB (Medicinos prietaisai), 2006/42/EB (Masinos)
ir 2011/65/ES (RoHS)* nuostatas.

Klasifikacija: lla Klasé Taisykle: 9 Taisyklé
Atitikties jvertinimo procedira buvo atlikta pagal:
Il Prieda.
Notifikavimo jstaiga: DQS Medizinprodukte GmbH
August Schanz g. 21

D-60433 Frankfurtas prie Maino
Identifikavimo Nr.: 0297

Unikalus sertifikato Nr.: 170661091

Sertifikato gaminiy grupé: Odontologiniai tiesds ir kampiniai antgaliai
*RoHS: notifikavimo jstaigai nedalyvaujant.

Galiojimo data: 2020-08-09

ReikSmingi prietaisy pakeitimai sglygoja deklaracijos galiojimo nutraukima.

2017-05-11, Blirmoos

/parasas/

Johann Fersterer
Atsakingas uz gaminj/projekto autorius
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Aprasymas Modelis UzZsakymo Serijos numeris
numeris (nuo)

Kampinis antgalis WG-99 LT 30007 007802
Kampinis antgalis WG-99 A 30008 001819
Kampinis antgalis WG-56 LT 30009 014634
Kampinis antgalis WG-56 A 30010 002462
Kampinis antgalis WG-66 LT 30011 002967
Kampinis antgalis WG-66 A 30012 001186
Kampinis antgalis WK-99 LT 30023 00801
Kampinis antgalis WK-93 LT 30024 00801
Kampinis antgalis WK-56 LT 30025 04014
Kampinis antgalis WK-66 LT 30026 01907
Kampinis antgalis WK-86 LT 30027 01491
Kampinis antgalis WG-99 LT 30195 00801
Kampinis antgalis WG-99 A 30196 00801
Kampinis antgalis WK-57 LT 30212 001182
Kampinis antgalis WK-99 LT S 30215 00801
Kampinis antgalis WK-93 LT S 30216 00801
Kampinis antgalis WK-56 LT S 30217 00801
Kampinis antgalis WK-66 LT S 30218 00801

Antgalis HG-43 A 30013 000801

Antgalis HK-43 LT 30028 00801

2/2
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/ ATTESTATION/ CERTIFICATE N° 21427 rev. 7
Délivrée a Paris le 10 quIIet 2017

/\\\

Issued in Paris on July 1 o™ 2017

Le progrés, une passion & partager

Certification
Médical-Santé

Notified Body N° 0459

GMED_h2paR$-V3-01-2013

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet d'Assurance Qualité / Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX I excluding section 4 Directive 93/42/EEC concerning medical devices
Pour les dispositifs de classe HI, un certificate CE de conception est requis
For class Il devices, a EC design certificate is required

Fabricant /| Manufacturer

SATELEC
A Company of ACTEON Group
17 av. Gustave Eiffel
BP 30216
33708 MERIGNAC Cedex
FRANCE

Catégorie du(des) dispositif(s) / Device(s) category

Dispositifs médicaux et dispositifs électro médicaux pour I’art dentaire, I’'électro chirurgie et
les équipements de chirurgie des os et substituts osseux,
avec leurs accessoires stériles et non stériles

Medical devices and electromedical devices for dental art, electrosurgery and
bone and bone substitute surgery equipments, with associated sterile and non-sterile accessories

Voir details sur addendum / See attachment for additional information

Le LNE/G-MED atteste qu'a I'examen des résultats figurant dans le rapport référencé P159650-1, le systéme
d'assurance qualité - pour la conception, la production et le contrdle final - des dispositifs médicaux énumérés
ci-dessus est conforme aux exigences de I'annexe lI excluant le point 4 de la Directive 93/42/CEE.

LNE/G-MED certifies that, on the basis of the results contained in the file referenced P159650-1, the quality system - for
design, manufacturing, and final inspection - of medical devices listed here aboved complies with the requirements of the
Directive 93/42/EEC, annex Il excluding section 4.

La validité du présent certificat est soumise a une verification périodique ou imprévue.

The validity of the certificate is subject to periodic or unexpected verification.

Début de validité / Effective date : July 28™, 2017 (included)
Valable jusqu’au / Expiry date : July 27", 2020 (included)

On behalf of the Certification Director

Cécile VAUGELADE
G-MED Certification Division Manager

LNE - 21427 rev. 7
Modifie le certificat 21427-6

Laboratoire national de métrologie et d’essais . Etablissement public 3 caractére industriel et commercial

LNE/G-MED = Organisme notifié n° 0459
1, rue Gaston Boissier - 75724 Paris Cedex 15 o Tél. : 01 40 43 37 00 = Fax : 01 40 43 37 37 « www.ne.fr « www.gmed.fr
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J

I N E Addendum a P’attestation N° 21427 rev. 7 page1/5
\ N Addendum of the certificate N° 21427 rev. 7
Le progres, une passion & partager Dossier / File N° P159650-1
Certification
Médical-Santé
Identification des dlsposmfs / Identification of devices
y Désignation du dispositif / - ’ Réf commerciale du dispositif | classe -
. Accessoires marqués CE ou code article Code NBOG du DM
Device designation/ - Device commercial reference NBOG code M[l)‘ y
CE marked accessories — or article code “—— ey

Consoles de commande {ultrasonique, d’ aéropohssage et / ou moteur) avec leurs accessowes stériles et
non stériles destinées a P’art dentaire (soins conventionnels et/ou de chirurgie intra-orale)
Control consoles (ultrasonic, air polishing and / or motor) with associated sterile and non-sterile accessories
for dentistry (conventional and/or intraoral surgery)

SUPRASSON P5 BOOSTER AA10-05 MD 1106 a
P5 NEWTRON AF48 MD 1106 lla
P5 NEWTRON LED AF015 MD 1106 la
P5 NEWTRON XS AF52 MD 1106 lla
P5 NEWTRON XS LED AF016 MD 1106 la
NEWTRON BOOSTER PBAB MD 1106 ila
NEWTRON P5

L= EITED PBAC MD 1106 lla
NEWTRON P5 XS B.LED

NEWTRON P5 XS B.LED BLUETOOTH PBAD MD 1106 lla
VDW.ULTRA Standalone Ultrasonic AF50-01 MD 1106 lla
P5 PRO Ultra Piezo Ultrasonic AF50-02 MD 1106 lla
PROPHYMAX AC21 MD 1106 la
AIR MAX AC20 MD 1106 lla
GENIUS PO69 MD 1106 lla
PIEZOTOME SOLO

PIEZOTOME SOLO LED PO23 ME=M00 la
PIEZOTOME 2 BE009 MD 1106 la
IMPLANTCENTER 2 PO24 MD 1106 Tla
PIEZOTOME CUBE PO37 MD 1106 lla

Modules de commande (ultrasonique, moteur) destinés a étre intégrés dans
un systéme électronique de solns dentaires avec leurs accessoires stériles et non stériles
Control modules (ultrasonic, motor) intended to be integrated in
dental care electronic system with associated sterile and non-sterile accessories

SP NEWTRON AMO7 MD 1106 lla
SP 4055 NEWTRON

PMAX + AMO07-01 MD 1106 lla
SP NEWTRON LED AMO0S MD 1106 lla
XINETIC PBAA MD 1106 lla

LNE/G-MED | (459
On behalf of the Certification Director
Cécile VAUGELADE
G-MED Certification Division Manager

ADD 720 DM 0701-31 rev 5 du 28/07/2015

Laboratoire national de métrologie et d’essais » Etablissement public & caractire industriel et commerciat

LNE/G-MED s Organisme notifié n® 0459

1, rue Gaston Boissier - 75724 Paris Cedex 15 » Tél. :

01 40 43 37 00 « Fax : 0] 40 43 37 37 « wwwlne.fr » www.gmed.fr
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/vertimas i§ angly kalbos/

/logotipas: LNE — Le progrés, une passion a partager/

/logotipas: Certification Médical-Santé/ SERTIFIKATAS Nr. 21427, 7 perzitra
ISduota 2017 m. liepos mén. 10 d., Paryziuje

Notifikavimo jstaigos Nr. 0459 P et

CE SERTIFIKATAS

Pilnos Kokybés Uztikrinimo Sistemos aprobavimas
Pagal Direktyvos 93/42/EEB dél medicinos prietaisy || PRIEDA, i§skyrus 4 skyriy
Il klasés prietaisams yra privalomas EC dizaino sertifikatas

Gamintojas

SATELEC
ACTEON GROUP jmoné
17 av. Gustave Eiffel
BP 30216
33708 MERIGNAC Cedex
PRANCUZIJA

Prietaiso(-y) kategorija

elektrochirurginiai ir kauly chirurgijos bei kauly atstatymo prietaisai su susijusiais
steriliais ir nesteriliais priedais

Papildoma informacija nurodyta priede

LNE/G-MED patvirtina, kad remiantis rezultatais, nurodytais byloje P159650-1, &ia iSvardinty medicininiy prietaisy

projektavima, gamybg ir galutine patikrg uztikrinanti Kokybés sistema atitinka Direktyvos 93/42/EEB Il Priedo,
iSskyrus 4 skyriy, reikalavimus.

Sertifikato galiojimo laikas priklauso nuo periodiniy ar netikéty audity rezultaty.

|sigaliojimo data: 2017 m. liepos mén. 28 d. (jskaitytinai)

Termino pasibaigimo data: 2020 m. liepos mén. 27 d. (jskaitytinai) /antspaudas:
LNE —
Laboratoire national
de métrologie et d'essais/

/paraSas/
LNE Nr. 21427, 7 perzidra Pavaduojantis sertifikavimo
Sertifikato Nr. 21427-6 pratesimas direktoriy

Cecile VAUGELADE
G-MED sertifikavimo skyriaus
vadovas
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/logotipas: LNE — Le progres, une
passion a partager/ Priedas prie Sertifikato Nr. 21427, 7 perziura Lapas 1i$ 5

/logotipas: Certification Médical-Santé/ | Bylos Nr. P159650-1

Prietaisy identifikacija

Prietaiso paskirtis / Komercinis prietaiso NBOG kodas Medicinos
CE zymimi priedai pavadinimas arba prietaiso
gaminio kodas klasé
Valdymo konsolés (ultragarsinés, poliravimo oru ir/arba variklio) su susijusiais steriliais ir nesteriliais

priedais, skirtais odontologijai (bendrajai ir/arba intraoralinei chirurgijai)
SUPRASSON P5 BOOSTER | AA10-05 .~ MD106 = lla
P5 NEWTRON | AF48 . MD1106 | lla
P5 NEWTRON LED | AF015 .~ MD1106  lla
P5 NEWTRON XS | AF52 . MD1106 | lla
P5 NEWTRON XS LED | AF016 . MD1106  lla
NEWTRON BOOSTER FBAB MD 1106 lla
NEWTRON P5
NEWTRON P5 B.LED PBAC MD 1106 lla
NEWTRON P5 XS B.LED
NEWTRON P5 XS B.LED BLUETOOTH PBAD MD 1106 lla
VVDW.ULTRA Standalone Ultrasonic AF50-01 MD 1106 lla
P5 PRO Ultra Piezo Ultrasonic AF50-02 MD 1106 lla
PROPHYMAX AC21 MD 1106 lla
AIR MAX AC20 MD 1106 lla
GENIUS PO69 MD 1106 lla
PIEZOTOME SOLO
PIEZOTOME SOLO LED Po23 MD 1106 lla
PIEZOTOME 2 BE009 MD 1106 lla
IMPLANT CENTER 2 PO24 MD 1106 lla
'PIEZOTOME CUBE PO37 MD 1106 lla
‘Valdymo moduliai (ultragarsiniai, variklio), skirti integruoti j dentalinés prieziiiros elektronines sistemas su

su susijusiais steriliais ir nesteriliais priedais
SP NEWTRON AMO07-01 MD 1106 lla
SP 4055 NEWTRON
PMAXH AMO7-01 MD 1106 lla
SP NEWTRON LED AMO08 MD 1106 lla
XINETIC PBAA MD 1106 lla
/antspaudas:
LNE —

Laboratoire national
de métrologie et d'essais/

LNE/G-MED (0459

/parasas/

Pavaduojantis sertifikavimo
direktoriy
Cecile VAUGELADE
G-MED sertifikavimo skyriaus vadovas

ADD 720 DM 0701-31, 2015/07/28 5 perzidra
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