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INSTRUMENTARIUM

EC Declaration of Conformity

Council Directive 93/42/EEC concerning medical devices
We, manufacturer:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finland

certify that products described are in conformity with the applicable provisions
of the Council Directive 93/42/EEC concerning medical devices.

GE

Konformititserkldrung

nach den Bestimmungen der medizinischen einrichtungen 93/42/EEC
Wir, Hersteller:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finland

bestétigen, dass die beschriebenen Produkte konform mit den Bestimmungen
der Directive 93/42/EEC fur Medizinische Einrichtungen sind.

FR

Déclaration de Conformité CE

Directive 93/42/EEC concernant les dispositifs médicaux
Nous, fabricants:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finland

Certifions que les produits nommés ci-dessous sont en conformité avec les dispositions
applicables de la Directive 93/42/EEC concernant les dispositifs médicaux.

IT

" Dichiarazione di conformita’

Consiglio Direttivo 93/42/EEC, riguardante i dispositivi medicali
Noi costrruttori:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finland

Certifichiamo che i prodotti descritti sono in conformita alle normative applicabili
secondo la Direttiva 93/42/EEC riguardante i dispositivi medicali

SPA

Declaracion de Conformidad CE

Directiva del Consejo 93/42/EEC concerniente a equipos médicos
Nosotros, fabricantes:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finland

Certificamos que los productos descritos estan en conformidad con las disposiciones
aplicables de la Directiva del Consejo 93/42/EEC concerniente a equipos médicos.
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INSTRUMENTARIUM

'Description Name |Type Class
Beschreibung Name Typ Klasse
Description Nom Type Class
Descrizione Nome Type Classe
Q_ascripcién Nombre |Tipo Clase
Panoramic X-ray equipment, Orthopantomograph OP-100 OP-100-a-b-¢ b
Panorama Rontgeneinrichtung, Orthopantomograph OP-100D |OP-100D-a-b-c-d,
Equipement Rx panoramique, Orthopantomograph OP-100D w/ Volumetric
Apparecchiatura panoramica a raggi X, Orthopantomograph Tomography option
Equipo panoramico de rayos X, Orthopantomograph OP-200 OP-200-a-b
' OP-200D |OP-200D,
OP-200D w/ Volumetric
Tomography option
OP30 OP30
LCD Display with touch screen option SmartPad | SPC200 itb
Display mit Touch Screen Option SPM200
Option affichage LCD Display avec écran tactile
Display LCD con monitor “touch screen” opzionale
Pantalla LCD con opcién pantalla tactil
X-ray equipment, Orthoceph® QC-100 OC-100-a-b-c ith
Cephalometrische Rontgeneinrichtung, Orthoceph® 0C-100D | OC-100D-a-b-c-d,
Equipement Rx avec céphalométrie, Orthoceph® OC-100D w/ Volumetric
Apparecchiatura cefalometro a raggi X, Orthoceph® Tomography option
Equipo cefalométrico de rayos X, Orthoceph® 0C-200 0C-200-a-b
0C-2000 | OC-200D-a-b-c-d,
OP-200D w/ Volumetric
Tomaography option
CBCT, Panoramic and Cephalometric X-ray unit OP300 OP300 ith
Panorama, Cephalometrische und CBCT Rontgeneinrichtung
Systeme Rx de Panoramique, CBCT et céphalométrie
apparecchio radologico CBCT, Panoramico e cefalo metrico
Equipo de Rayos X Panoramico, CBCT e cefalométrico
intraoral dental X-ray-device, Focus Focus Focus iith
Intraoral dental X-ray-device, Focus
Systeme de radiologie intra orale, Focus
apparecchiature intraorale a raggi X, Focus
Equipo de rayos X dental intraoral, Focus
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Sensor, X-ray Sigma M Sigma b
Sensor, X-ray
Capteur Rx intra oral
Sensore
Sensor de rayos X _
Sensor, X-ray Snapshot S§C-I-1-81, 8C-1-2-81, {lib
Sensor, X-ray _ 8C-1-1-82, 8C-1-2-82
Capteur Rx intra oral
Sensore
| | Sensor de rayos X B
| | Digital imaging plate scanner Express ICR-1 b
| | Digital Speicherfolien Scanner
| | Lecteur de plaques numériques
|' Sistema di radiovideografia Laser-digitale
| | Escaner Digital de place de imagen
Dental imaging software ' Cliniview 7.0 Cliniview la
Dentale Bildgebungssoftware Cliniview 8.0
Logiciel d'imagerie dentaire Cliniview 9.x
Software di imaging dentale Cliniview 10.x
Software de imagen dental
Protective bags Protective bags |
Hygieneschutzhillen Hygieneschutzhillen
Sachets de protection Sachets de protection
Protezioni di plastica Protezioni di plastica
. | Bolsas protectoras Boisas protectoras
Tuusula 12th rit 2011
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[Pteklad z anglického jazyka]

INSTRUMENTARIUM

CZ ES ProhlésSeni o shodé

Smérnice Rady ¢ 93/42/EHS o zdravotnickych prostfedcich
My, vyrobce:
Instrumentarium Dental, PaloDEx Group Oy
Nahkelantie 160
04300 Tuusula, Finsko
potvrzujeme, Ze popsané vyrobky jsou ve shodé s piislusnymi
ustanovenimi smérnice Rady ¢&. 93/42/EHS o zdravotnickych
prosttedcich

Instrumentarium Dental

Adresa: Nahkelantie 160, 04300 Tuusula Finsko
Korespondenéni adresa: P.O. Box 20, FI-04301 Tuusula, Finsko
Tel. +358 10 270 2000

Fax +358 9 851 4048

Bankovni spojeni SWIFT Nordea Bank NDEAFIHH

ucet: FI9015963000046864

PaloDEx Group Oy, Tuusula, FINSKO
[o 1977413-7
DIC FI19774137

202075 v.8
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Popis Nazev Typ Tfida
Panoramatické RTG zafizeni, OP-100 OP-100-a-b-c OP- ITb
Ortopantomograf OP-100D 100D-a-b-c-d,
OP-100D s funkci
volumetrické
tomografie
OP-200 OP-200-a-b
OP-200D OP-200D,
OP-200D s funkci
volumetrické
: tomografie
OP30 OP30
LCD displej s funkci dotykové SmartPad SPC200 ITb
obrazovky SPM200
RTG zafizeni, Orthoceph® OC-100 0OC-100-a-b-c ITb
OC-100D OC-100D-a-b-c-d,
OC-200 | OC-100D s funkci
OC-200D volumetrické
tomografie
0OC-200-a-b
OC-200D-a-b-c-d,
OP-200D s funkci
volumetrické
tomografie
CBCT, panoramaticka a OP300 OP300 ITb
cefalometricka RTG jednotka
Intraoralni dentalni RTG pfistroj, | Focus Focus IIb
Focus
202075 v.8
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Senzor RTG, Intraoralni Sigma M Sigma ITb

Senzor RTG, Intraoralni Snapshot SC-I-1-51, IIb
SC-1-2-51,
SC-1-1-52,
SC-1-2-52

Digitalni zobrazovaci deskovy | Express ICR-1 IIb

skener

Dentalni zobrazovaci software

Cliniview 7.0
Cliniview 8.0
Cliniview 9.x
Cliniview 10.x

Cliniview IIb

Ochranné navleky Ochranné navleky I
V Tuusula dne 12. dubna 2011
[podpis]
Terho Turkumaki
Osvédceni systému jakosti VIT-C-6183-01-1106-421-10
Oznameny subjekt 0537, VTT
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TLUMOCENICKA DOLOZKA

Jako tlumoénik jazyka anglického, jmenovany rozhodnutim
Méstského soudu v Praze dne 9.12.1996, €.j. Spr. 1669/96, stvrzuji a
ovéfuji, ze preklad do jazyka Ceskeho souhlasi s textem originaiu

pFipojené listiny v jazyce anglickém v rozsahu - ..... S.... - fyzickych stran.

V prekladu jsem proved| nasledujici opravy: ~

’ - ré ~ , d ’.4‘7 K’ . -
Tlumoénicky tkon je zapsan pod pofadovym Cislem "5//137'7// deniku.
Odména uétovana smluvni éastkou podle samostatného vyictovani.

Nahrada hotovych vyloh: ...0...... KE.

V Praze dne 22{ '20.;{,}../
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tlumocnik anglického jazyka




