
Certificato n. 1272/MDD

CERTIFICATO CE

Dichiarazione di approvazione del sistema qualità
(Sistema completo di garanzia qualità)

ARDET DENTAL & MEDICAL DEVICES SRL  
20122 MILANO (MI) - VIA LARGA 8   (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato II, con l'esclusione del punto 
4, della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

mantiene negli stabilimenti di:

20090 ASSAGO (MI) - VIA GALVANI 15 (ITA) - Italy

un sistema qualità che assicura la conformità dei seguenti prodotti:

Apparecchi radiologici dentali

Sensori videoradiografici digitali

serie e modelli indicati in Allegato

ai requisiti essenziali della direttiva suddetta ad essi applicabili (in tutte le fasi dalla 
progettazione al controllo finale) ed è sottoposta alla sorveglianza prevista dal punto 5 
dell'Allegato II.

Riferimento pratiche IMQ:
10AJ00203; 10AL00077; DM14E0345293-01; COMEDCONMHDM110047919-01; 
DM17-0008960-01; DM17-0009882-01.

Questa Dichiarazione di approvazione è rilasciata d all'IMQ S.p.A. quale organismo 
notificato per la direttiva 93/42/CEE e s.m.i.

Il numero identificativo dell'IMQ S.p.A. quale orga nismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per la 
certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

Emesso il: 2009-11-12

Sostituisce: 2015-09-07
Data Scadenza: 2022-05-28 IMQ

Data di Aggiornamento: 2017-05-29



Certificato n. 1272/MDD

CERTIFICATO CE

Allegato

Apparecchi radiologici dentali
Modd. ORIX 70 - Versioni come da documento allegato del 20/05/2017; valido solo 

se provvisto del timbro IMQ.
 Marca ARDET

Modd. ORIX 70 New Edition - Versioni come da documento allegato del 20/05/2017; 
valido solo se provvisto del timbro IMQ.

 Marca ARDET

Modd. ORIX 70 New Edition DG - Versioni come da documento allegato del 
20/05/2017; valido solo se provvisto del timbro IMQ.

 Marca ARDET

Modd. ORIX HF Advantage - Versioni come da documento allegato del 20/05/2017; 
valido solo se provvisto del timbro IMQ.

 Marca ARDET

Modd. ORIX HF Plus - Versioni come da documento allegato del 20/05/2017; valido 
solo se provvisto del timbro IMQ.

 Marca ARDET

Modd. x-on® tube - Versioni come da documento allegato del 20/05/2017; valido solo 
se provvisto del timbro IMQ.
 Marca ORANGEDENTAL

Sensori videoradiografici digitali
Modd. IMAGE-1; IMAGE-2 - Versioni come da documento allegato del 20/05/2017; 

valido solo se provvisto del timbro IMQ.
 Marca ARDET

Emesso il: 2009-11-12

Sostituisce: 2015-09-07

Data di Aggiornamento: 2017-05-29

IMQData Scadenza: 2022-05-28



Certificate No 1272/MDD

EC CERTIFICATE

Full Quality Assurance System Approval Certificate

ARDET DENTAL & MEDICAL DEVICES SRL  
20122 MILANO (MI) - VIA LARGA 8   (ITA) - Italy

On the basis of our examination carried out according to Annex II, excluding section 4, of 
the Directive 93/42/EEC and its revised version, we hereby certify that:

manages in the factories of:

20090 ASSAGO (MI) - VIA GALVANI 15 (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Dental X-ray systems

Digitals videoradiographic sensors

series and type refs in the Annex

with the relevant essential requirements of the aforementioned directive (from design to 
final inspection and testing) and it is subject to surveillance as specified in section 5 of  
Annex II.

Reference to IMQ files Nos:
10AJ00203; 10AL00077; DM14E0345293-01; COMEDCONMHDM110047919-01; 
DM17-0008960-01; DM17-0009882-01.

This Approval Certificate is issued by IMQ S.p.A. a s Notified Body for the Directive 
93/42/EEC and its revised version.

Notified Body notified to European Commission under  number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC 
Certification of Medical Devices on the basis of the Directive 93/42/EEC”.

Date: 2009-11-12

Substitution Date: 2015-09-07
Expirying Date: 2022-05-28 IMQ

This is a translation of the Italian text, which pr evails in case of doubts

Updated: 2017-05-29



Certificate No 1272/MDD

EC CERTIFICATE

Annex

Dental X-ray systems
Type ref. ORIX 70 -  Versions as to annex document dated 2017/05/20; valid only if 

provided with IMQ stamp.
 Trade mark ARDET

Type ref. ORIX 70 New Edition - Versions as to annex document dated /2017/05/20; 
valid only if provided with IMQ stamp.

 Trade mark ARDET

Type ref. ORIX 70 New Edition DG - Versions as to annex document dated  
2017/05/20; valid only if provided with IMQ stamp.

 Trade mark ARDET

Type ref. ORIX HF Advantage - Versions as to annex document dated  2017/05/20; 
valid only if provided with IMQ stamp.

 Trade mark ARDET

Type ref. ORIX HF Plus - Versions as to annex document dated  2017/05/20; valid 
only if provided with IMQ stamp.

 Trade mark ARDET

Type ref. x-on® tube - Versions as to annex document dated 2017/05/20; valid only if 
provided with IMQ stamp.

 Trade mark ORANGEDENTAL

Digitals videoradiographic sensors
Type ref. IMAGE-1; IMAGE-2 -  Versions as to annex document dated  2017/05/20; 

valid only if provided with IMQ stamp.
 Trade mark ARDET

This is a translation of the Italian text, which pr evails in case of doubts

Date: 2009-11-12

Substitution Date: 2015-09-07

Updated: 2017-05-29

IMQExpirying Date: 2022-05-28
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Assago, 20/05/2017 

Il fabbricante / The manufacturer : Ardet Dental & Medical Devices S.r.l.  

Indirizzo / Address : Via Galvani 15, 20090 Assago (MI), Italy 

Dichiara sotto la propria responsabilità quanto segue / Declares under its own responsibility as follows : 

Marca / Trademark Ardet  

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model ORIX 70 

Versioni / Versions

Codice / Code Descrizione / Description

3000557 Murale / Wall mount

3000558 Stativo mobile / Stand mobile

3000559 Stativo fisso / Stand fixed

Marca / Trademark Ardet  

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model ORIX 70 New Edition 

Versioni / Versions

Codice / Code Descrizione / Description

3500200 Murale / Wall mount

3500300 Stativo mobile / Stand mobile

3500400 Stativo fisso / Stand fixed

Marca / Trademark Ardet  

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model ORIX 70 New Edition DG 

Versioni / Versions

Codice / Code Descrizione / Description

3500201 Murale / Wall mount

3500301 Stativo mobile / Stand mobile

3500401 Stativo fisso / Stand fixed

Marca / Trademark Ardet  

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model ORIX HF Advantage 

Versioni / Versions

Codice / Code Descrizione / Description

3600201 Murale / Wall mount

3600301 Stativo mobile / Stand mobile

3600401 Stativo fisso / Stand fixed

Marca / Trademark Ardet Dental & Medical Devices Srl 

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model ORIX HF Plus 

Versioni / Versions

Codice / Code Descrizione / Description

3600200 Murale / Wall mount

3600300 Stativo mobile / Stand mobile

3600400 Stativo fisso / Stand fixed
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Marca / Trademark Orangedental  

Categoria di prodotto / Product category Apparecchio radiologico dentale / Dental X-ray system 

Modello / Model x-on® tube 

Versioni / Versions

Codice / Code Descrizione / Description

xt0492000 Murale / Wall mount

xt0493000 Stativo mobile / Stand mobile

xt0494000� Stativo fisso / Stand fixed

Marca / Trademark Ardet  

Categoria di prodotto / Product category Sensore videoradiografico dentale / Digital videoradiographic sensor 

Modello / Model IMAGE-1; IMAGE-2 

Versioni / Versions

Codice / Code Descrizione / Description

400601 Taglia 1 / Size 1

400901 Taglia 2 / Size 2

In fede / Your faithfullly, 

Ardet Dental & Medical Devices S.r.l. 
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IMAGE 
 

 
Description 

IMAGE sensor 1,6 Mpixel 
CMOS technology with optical fiber  
External dimensions 24,35 mm x 36,73 mm 
600 mm²  active area 
Theoretical resolution 26,3 lp/mm 
Effective resolution  > 20 lp/mm 
Pixel dimension 19 µm 
USB cable, 3 m length  
Direct connection to the PC 
Sensor holder support 

IMAGE sensor 2,4 Mpixel 
CMOS technology with optical fiber  
External dimensions 30,49 mm x 42,80 mm 
900 mm²  active area 
Theoretical resolution 26,3 lp/mm 
Effective resolution  > 20 lp/mm 
Pixel dimension 19 µm 
USB cable, 3 m length  
Direct connection to the PC 
Sensor holder support 
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IMAGE HD 
 

 
Description 

IMAGE HD sensor 1500x1000 pixel (1,5 Megapixels) 
CMOS technology with optical fiber  
Active area 20 mm x 30 mm (600 mm2) 
Effective resolution  = 20 lp/mm 
Pixel dimension 20 µm 
USB cable, 2 m length  
Direct connection to the PC 
Scintillator type CSI 

IMAGE HD sensor 1700x1300 pixel (2,1 Megapixels) 
CMOS technology with optical fiber  
Active area 26 mm x 34 mm (900mm2) 
Effective resolution  = 20 lp/mm 
Pixel dimension 20 µm 
USB cable, 2 m length  
Direct connection to the PC 
Scintillator type CSI 
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ORIXSCAN 
 

  
Description 

Package: 
ORIXSCAN unit 
Ardes Software 
Impaging plates (4x Size 2) with light protection covers  
USB Cable  
Power supply & power cable  
 
Specifications: 
Resolution: 12lp/mm 
Scanning time: 6 sec 
Cancellation of the plate: automatic 
Interface with PC: USB 2.0 – USB 3.0 
Power supply: 100-240 V, 50/60 Hz. ,  1,5 A 
Dimensions: 355 x 165 x 205 mm 
Weight: 5,2 Kg 
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ORIX 70 
 

 
Description 

Low frequency 
Alternate current AC, single phase self-rectified. 
70 kV- 8mA   
Grid controlled x-ray tube.  
0,8 mm focal spot.  
SELEMATIC digital timer.  
Commands on the keyboard and remote x-ray push-button. 
Exposure times 0,03 – 1,32 sec. 
20 cm. focus – skin distance.   
Designed to work with X-ray film, digital sensors and phosphor plates. 
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ORIX 70 New Edition 
 

 
Low frequency 
Alternate current AC, single phase self rectified. 
70 kV- 8mA   
Grid controlled x-ray tube.  
0,8 mm focal spot.  
TIMEX 70 digital timer  
Commands on the keyboard and remote x-ray push-button. 
Exposure times 0,04 – 2,00 sec. 
20 cm. focus – skin distance.   
Designed to work with X-ray film, digital sensors and phosphor plates. 
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ORIX 70 New Edition DG 
 

 

Description 

Low frequency 
Alternate current AC, single phase self rectified. 
70 kV- 3,5 mA   
Grid controlled x-ray tube.  
0,4 mm focal spot.  
TIMEX 70 digital timer  
Commands on the keyboard and remote x-ray push-button. 
Exposure times 0,04 – 2,00 sec. 
20 cm. focus – skin distance.   
Designed to work with X-ray film, digital sensors and phosphor plates. 
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ORIX HF Advantage 
 

 

Description 

High frequency 
Direct current DC, constant potential. 
30% patient absorbed dose reduction. 
60-65-70 kV - 7 mA.   
0,8 mm focal spot.  
TIMEX HF digital timer. 
Commands on the keyboard and remote x-ray push-button. 
Exposure times 0,01 – 2,00 sec. 
20 cm. focus – skin distance.   
Designed to work with X-ray film, digital sensors and phosphor plates. 
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ORIX HF Plus 
 

 

Description 

High frequency 
Direct current DC, constant potential. 
30% patient absorbed dose reduction. 
60-65-70 kV - 5 mA.   
0,4 mm focal spot.  
TIMEX HF digital timer. 
Commands on the keyboard and remote x-ray push-button. 
Exposure times 0,01 – 2,00 sec. 
20 cm. focus – skin distance.   
Designed to work with X-ray film, digital sensors and phosphor plates. 
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