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Elenco dei dispositivi oggetto del Certificato UE n. 029/MDR  

List of the devices covered by the EU Certificate no. 029/MDR 

   

  rev. 2 del of 2022/09/27 

 

Marca/Marche:  

Trade mark(s): 
IAE 

 

Categoria di dispositivo: 

Device category: 

Complessi tubo-guaina radiogeni 

X-ray tube assemblies 

 

 

Mod. 4443/4       IMQ S.p.A.  con Socio Unico | Via Quintiliano 43 I Italia - 20138 Milano | www.imq.it          Pagina 1 di 3 

Modello/i: 

Model(s): 

Nome/i commerciale/i  

Trade name(s): 

C20 C20 

C30 C30 

C31 C31 

C32 C32 

C33 C33 

C40 C40 

C52 C52 

C352 C352 

C52 Super C52 Super 

C100 C100 

C100 XT C100 XT 

C100 XS C100 XS 

C339 C C339 C 

C339 V C339 V 

C339 E C339 E 

C340 V C340 V 

C341 V C341 V 

XK1016 T XK1016 T 

 
 



  
Elenco dei dispositivi oggetto del Certificato UE n. 029/MDR  

List of the devices covered by the EU Certificate no. 029/MDR 

   

  rev. 2 del of 2022/09/27 

 

Marca/Marche:  

Trade mark(s): 
IAE 

 

Categoria di dispositivo: 

Device category: 

Tubi radiogeni 

X-ray tubes 

 

 

Mod. 4443/4       IMQ S.p.A.  con Socio Unico | Via Quintiliano 43 I Italia - 20138 Milano | www.imq.it          Pagina 2 di 3 

Modello/i: 

Model(s): 

Nome/i commerciale/i  

Trade name(s): 

X20 P X20 P 

X22 X22 

X22 P X22 P 

X22 HS X22 HS 

X39 X39 

X40 X40 

X40 S X40 S 

X42 X42 

X76 X76 

X50 H X50 H 

X50 AH X50 AH 

RTM 30 HS RTM 30 HS 

RTM 37 HS RTM 37 HS 

RTM 70 H RTM 70 H 

RTM 70 HS RTM 70 HS 

RTM 72 H RTM 72 H 

RTM 72 HS RTM 72 HS 

RTM 75 H RTM 75 H 

RTM 75 HS RTM 75 HS 

RTM 77 H RTM 77 H 

RTM 78 H RTM 78 H 

RTM 78 HS RTM 78 HS 

RTM 80 H RTM 80 H 



  
Elenco dei dispositivi oggetto del Certificato UE n. 029/MDR  

List of the devices covered by the EU Certificate no. 029/MDR 

   

  rev. 2 del of 2022/09/27 

 

Marca/Marche:  

Trade mark(s): 
IAE 

 

Categoria di dispositivo: 

Device category: 

Tubi radiogeni 

X-ray tubes 

 

 

Mod. 4443/4       IMQ S.p.A.  con Socio Unico | Via Quintiliano 43 I Italia - 20138 Milano | www.imq.it          Pagina 3 di 3 

Modello/i: 

Model(s): 

Nome/i commerciale/i  

Trade name(s): 

RTM 80 HS RTM 80 HS 

RTM 90 H RTM 90 H 

RTM 90 HS RTM 90 HS 

RTM 92 H RTM 92 H 

RTM 92 HS RTM 92 HS 

RTM 101 H RTM 101 H 

RTM 101 HS RTM 101 HS 

RTM 102 H RTM 102 H 

RTM 102 HS RTM 102 HS 

RTM 780 H RTM 780 H 

RTM 782 H RTM 782 H 

RTM 782 HS RTM 782 HS 

RTC 600 HS RTC 600 HS 

RTC 602 HS RTC 602 HS 

RTC 700 HS RTC 700 HS 

RTC 1000 HS RTC 1000 HS 

XM12 XM12 

XM12 T XM12 T 

XM15 XM15 

XM15 T XM15 T 

XM1016 XM1016 

XM1016 T XM1016 T 
 

 
 
 

 
 

 
 



 

 

13_DUE_TXIAE - Dichiarazione di Conformità UE 
 

 

 

 
sede legale: via Verdi, 11 – 24121 Bergamo – cost.: 28 nov. 1985 - direzione e stab.: via Fabio Filzi, 53 – 20032 Cormano (MI) Italy 

tel. 02 66303255 – fax 02 6152544 –iae@pec.it -  cod. fisc. e p. IVA 01647730165 – cap. soc. € 2.000.000 i.v. – 

CCIAA BG 225727 – iscr. trib. Bergamo 28259 vol. 27308 

industria applicazioni elettroniche spa 

DICHIARAZIONE DI CONFORMITA’ UE - secondo l’allegato IV del regolamento (UE) 2017/745) 
STATEMENT OF COMPLIANCE EU - according to the annex IV of (EU) 2017/745 regulation 
DECLARATION DE CONFORMITE UE - selon l'annexe IV de le règlements (UE) 2017/745 

 

IAE Industria Applicazioni Elettroniche Spa 
sede sociale / registered office / siège social Via Verdi, 11 – 24121 Bergamo - Italia  

sito produttivo n°1 / production site n°1/ site de production n°1 Via Filzi, 53 – 20032 Cormano (MI) Italia 

sito produttivo n°2 / production site n°2 / site de production n°2 Via Gramsci, 57 – 20032 Cormano (MI) Italia  

contatti / contacts / contacts +39 02 66303255  /  iaexray@iae.it 

sito internet / website / site internet www.iae.it 

SRN IT-MF-000021626 
 

sotto la propria responsabilità dichiara che i dispositivi medici: 
under its responsibility declares that the medical devices: 
sous sa responsabilité déclare que les ensembles medicaux: 
 

Tubi radiogeni / X-ray tubes / Tubes radiogènes : 
 

X20 P; X22 P; X22; X22 HS; X39; X40; X40 S; X42; X76; X50 H; X50 AH; RTM 30 HS; RTM 37 HS; RTM 70 H; RTM 70 
HS; RTM 80 H; RTM 80 HS; RTM 72 H; RTM 72 HS; RTM 75 H; RTM 75 HS; RTM 77 H; RTM 780 H; RTM 782 H; RTM 
782 HS; RTM 78 H; RTM 78 HS; RTM 90 H; RTM 90 HS; RTM 92 H; RTM 92 HS; RTM 101 H; RTM 101 HS; RTM 102 
H; RTM 102 HS; RTC 600 HS; RTC 602 HS; RTC 700 HS; RTC 1000 HS; XM12; XM12 T; XM15; XM15 T; XM1016; 
XM1016 T 

Identificativo UDI-DI di base dei dispositivi / Basic UDI-DI identifier of the devices / 
Identificateur UDI-DI de base des appareils: 

805930749385G4 

 

Destinazione d’uso / Intended use / Utilisation prévue: 

I tubi radiogeni di produzione IAE, dopo adeguata procedura di montaggio in guaina oppure in monoblocco, sono destinati all’impiego 
in diagnostica medica in unione ad apparecchiature destinate allo stesso scopo. Sono destinati a generare raggi X utilizzati in 
apparecchiature radiologiche con funzioni diagnostiche.  

The x-ray tubes produced by IAE, after assembling in housing or monobloc, are intended for use in medical diagnostics, in conjunction 
with equipment intended for the same purpose. They are intended to generate X-rays used in radiological equipment with diagnostic 
functions. 

Les tubes radiogènes produites par IAE, après montage en gaines ou monobloc, sont destinées à être utilisées dans le diagnostic médical, 
en association avec des équipements destinés au même usage. Elles sont destinées à générer des rayons X utilisés dans les équipements 
radiologiques ayant des fonctions de diagnostic. 
 

Classe di rischio (secondo l’allegato VIII – Capo III – Regola 10 del regolamento (UE) 2017/745) 

Risk class (according to the annex VIII – Chapter III – Rule 10 of (EU) 2017/745 regulation 

Classe de risque (selon l'annexe VIII – Chapitre III – Règle 10 de le règlements (UE) 2017/745 

IIb 

 

sono conformi ai requisiti del regolamento (UE) 2017/745. 
comply with the requirements of (EU) 2017/745 regulation. 
ils repondent aux conditions applicables de la règlements (EU) 2017/745 
 

e alle seguenti norme / and with the following standards / et aux normes suivantes: 

IEC 60601-1:2005/AMD1:2012 Medical electrical equipment - Part 1: General requirements for basic safety and essential 
performance - Amendment 1 

IEC 60601-2-28:2017 Medical electrical equipment - Part 2-28: Particular requirements for the basic safety and essential 
performance of X-ray tube assemblies for medical diagnosis 

IEC 60522-1:2020 Determination of the permanent filtration of X-ray tube assemblies 

IEC 60336:2020 Medical electrical equipment - X-ray tube assemblies for medical diagnosis - Characteristics of focal 
spots - Corrigendum 1 

IEC 60613:2010 Electrical and loading characteristics of X-ray tube assemblies for medical diagnosis 

IEC 60526:1978/COR1:2010 High-voltage cable plug and socket connections for medical X-ray equipment - Corrigendum 1 
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Procedura di valutazione della conformità / Conformity assessment procedure / Procédure 
d'évaluation de la conformité 

Allegato IX capo 1 

Certificato UE / EU certificate / Certificat UE 029/MDR 

 

Cormano, 27 settembre 2022 

                                     Presidente 
      Enrico Radice 
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