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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 
Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745 
According to Annex IX Chapter I of EU Regulation 2017/745 

ORGANISMO NOTIFICATO / NOTIFIED BODY 

ICIM S.p.A. - Identification number: 0425 
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (MI) - ITALY 

VISTO L’ESITO DELLE VERIFICHE CONDOTTE IN CONFORMITÀ ALL’ALLEGATO IX CAPO I 

DEL REGOLAMENTO UE 2017/745 DICHIARA CHE IL SISTEMA DI GESTIONE DELLA QUALITÀ ATTUATO DA: 

ON THE BASIS OF THE ASSESSMENT PERFORMED ACCORDING TO ANNEX IX CHAPTER I 
OF EU REGULATION 2017/745 DECLARES THAT THE QUALITY MANAGEMENT SYSTEM ENFORCED BY: 

Alvimedica Tıbbi Ürünler San. ve Dış Tic. A.Ş. 
SEDE LEGALE E UNITÀ OPERATIVA / HEAD OFFICE AND OPERATIVE UNIT 

İstanbul Trakya Serbest Bölgesi, Ferhatpaşa SB Mahallesi 
Atatürk Bulvarı No:16 34540 Çatalca-İstanbul 

TÜRKİYE 
 

Numero di Registrazione / Single Registration Number: TR-MF-000029915 

PER I PRODOTTI, PROCESSI, SERVIZI RIPORTATI NELL’ALLEGATO 
FOR THE PRODUCTS, PROCESSES, SERVICES LISTED IN THE ATTACHED ANNEX 

ALVISIONTM INTERVENTIONAL CARDIOLOGY DIAGNOSTIC CATHETER 

È CONFORME AI REQUISITI / IS IN COMPLIANCE WITH REQUIREMENTS 

Allegato IX Capo I del Regolamento UE 2017/745  
Annex IX Chapter I of EU Regulation 2017/745 

Il presente Certificato è da ritenersi valido solo se accompagnato dal relativo Allegato / This Certificate is valid only with the relative Annex 

Per l’immissione sul mercato dei dispositivi di Classe III e di Classe IIb impiantabili coperti dal presente certificato  
è necessario un certificato di valutazione UE della documentazione tecnica (Allegato IX Capo II)  

For the placing on the market of Class III and Class IIb implantable devices an EU Technical Documentation Assessment certificate is required (Annex IX Chapter I I) 

 
Storicità del Certificato / Certificate History 

Certificato precedente / Previous certificate // 

Data di rilascio / Issue date 04/07/2023 

Modifiche apportate / Changes Revisione denominazione prodotti / Products name revision. 

Test effettuati, riferimenti normativi e rapporti 
Tests, standards references and reports 

// 

Informazioni sulla sorveglianza da parte dell’organismo notificato (se applicabile) 
Information about the surveillance by the notified body (if applicable) 

// 

Condizioni o limitazioni di validità del certificato (se applicabile)  
Conditions for or limitations to the validity of the certificate (if applicable) 

// 
 

 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745  
According to Annex IX Chapter I of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

IDENTIFICAZIONE TIPOLOGIE E MODELLI 
IDENTIFICATION OF THE MODEL/TYPE 

 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 4F (JL 3.0 -4F) - 501110019601  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 4F (JL 3.0 -4F) - 501110188401 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 5F (JL 3.0 -5F) – 501110019701  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 5F (JL 3.0 -5F) – 501110188501  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 6F (JL 3.0 -6F) – 501110019801  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.0 6F (JL 3.0 -6F) – 501110188601  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.0 7F (JL 3.0 -7F) – 501110019901  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.0 7F (JL 3.0 -7F) – 501110188701 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 4F (JL 3.5 -4F) – 501110019602  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 4F (JL 3.5 -4F) – 501110188402 

 (10 Pack Code) 
Class III Diagnostic Catheter 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745  
According to Annex IX Chapter I of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 5F (JL 3.5 -5F) – 501110019702  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 5F (JL 3.5 -5F) – 501110188502 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 6F (JL 3.5 -6F) – 501110019802  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS LEFT 3.5 6F (JL 3.5 -6F) – 501110188602 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 7F (JL 3.5 -7F) – 501110019902  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 3.5 7F (JL 3.5 -7F) – 501110188702 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 4F (JL 4.0-4F) – 501110019603  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 4F (JL 4.0-4F) – 501110188403  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 5F (JL 4.0-5F) – 501110019704  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 5F (JL 4.0-5F) – 501110188503  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 6F (JL 4.0-6F) – 501110019803  

(5 Pack Code) 
Class III Diagnostic Catheter 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745  
According to Annex IX Chapter I of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 6F (JL 4.0-6F) - 501110188603  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 7F (JL 4.0-7F) – 501110019903  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 7F (JL 4.0-7F) – 501110188703  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 4F (JL 4.0 ST -4F) – 501110019604  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 4F (JL 4.0 ST -4F) – 501110188404 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 5F (JL 4.0 ST -5F) – 501110019703 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 5F (JL 4.0 ST -5F) – 501110188504  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 6F (JL 4.0 ST -6F) – 501110019804  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 6F (JL 4.0 ST -6F) – 501110188604  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 7F (JL 4.0 ST -7F) – 501110019904  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.0 SHORT TIP 7F (JL 4.0 ST -7F) – 501110188704 

 (10 Pack Code) 
Class III Diagnostic Catheter 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745  
According to Annex IX Chapter I of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 4F (JL 4.5-4F) – 501110019605  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 4F (JL 4.5-4F) – 501110188405  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 5F (JL 4.5-5F) – 501110019705  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 5F (JL 4.5-5F) – 501110188505  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 6F (JL 4.5-6F) – 501110019805  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 6F (JL 4.5-6F) – 501110188605  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 7F (JL 4.5-7F) – 501110019905  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 4.5 7F (JL 4.5-7F) – 501110188705  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 4F (JL 5.0-4F) – 501110019606  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 4F (JL 5.0-4F) – 501110188406 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS LEFT 5.0 5F (JL 5.0-5F) – 501110019706 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 5F (JL 5.0-5F) – 501110188506  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 6F (JL 5.0-6F) – 501110019806  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 6F (JL 5.0-6F) – 501110188606  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 7F (JL 5.0-7F) – 501110019906 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 5.0 7F (JL 5.0-7F) - 501110188706  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 4F (JL 6.0-4F) – 501110019607  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 4F (JL 6.0-4F) – 501110188407  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 5F (JL 6.0-5F) – 501110019707  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 5F (JL 6.0-5F) – 501110188507 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 6F (JL 6.0-6F) - 501110019807  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 6F (JL 6.0-6F) – 501110188607  

(10 Pack Code) 
Class III Diagnostic Catheter 
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EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 7F (JL 6.0-7F) - 501110019907  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS LEFT 6.0 7F (JL 6.0-7F) - 501110188707  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.0 4F (JR 3.0-4F) – 501110019608  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 3.0 4F (JR 3.0-4F) – 501110188408 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.0 5F (JR 3.0-5F) – 501110019708  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.0 5F (JR 3.0-5F) - 501110188508  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 3.0 6F (JR 3.0-6F) – 501110019808  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 3.0 6F (JR 3.0-6F) – 501110188608  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.0 7F (JR 3.0-7F) – 501110019908 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.0 7F (JR 3.0-7F) – 501110188708  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 4F (JR 3.5-4F) - 501110019609 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 4F (JR 3.5-4F) – 501110188409  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 5F (JR 3.5-5F) – 501110019709  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 3.5 5F (JR 3.5-5F) – 501110188509  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 6F (JR 3.5-6F) – 501110019809  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 6F (JR 3.5-6F) – 501110188609 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 7F (JR 3.5-7F) – 501110019909  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 3.5 7F (JR 3.5-7F) - 501110188709  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 4F (JR 4.0-4F) – 501110019610  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 4F (JR 4.0-4F) – 501110188410 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 5F (JR 4.0-5F) – 501110019711  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 5F (JR 4.0-5F) – 501110188510  

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 6F (JR 4.0-6F) – 501110019810 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 6F (JR 4.0-6F) – 501110188610  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 4.0 7F (JR 4.0-7F) – 501110019910  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.0 7F (JR 4.0-7F) – 501110188710  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 4F (JR 4.5-4F) – 501110019611 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 4F (JR 4.5-4F) – 501110188411  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 5F (JR 4.5-5F) - 501110019710  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 5F (JR 4.5-5F) – 501110188511  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 6F (JR 4.5-6F) - 501110019811 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 6F (JR 4.5-6F) – 501110188611  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 7F (JR 4.5-7F) – 501110019911  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 4.5 7F (JR 4.5-7F) – 501110188711  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 4F (JR 5.0-4F) - 501110019612 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 4F (JR 5.0-4F) – 501110188412  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 5F (JR 5.0-5F) - 501110019712  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 5F (JR 5.0-5F) – 501110188512  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 6F (JR 5.0-6F) - 501110019812  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 6F (JR 5.0-6F) – 501110188612  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 7F (JR 5.0-7F) – 501110019912  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 5.0 7F (JR 5.0-7F) – 501110188712  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 4F (JR 6.0-4F) – 501110019613 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 4F (JR 6.0-4F) – 501110188413  

(10 Pack Code) 
Class III Diagnostic Catheter 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006771-00 

Secondo l’Allegato IX Capo I del Regolamento UE 2017/745  
According to Annex IX Chapter I of EU Regulation 2017/745 

 
 

 

 

 
Federico Pasqui 

Rappresentante Direzione / Management Representative 

ICIM S.p.A. 

 

PRIMA EMISSIONE 
FIRST ISSUE 

EMISSIONE CORRENTE 
CURRENT ISSUE 

DATA DI SCADENZA 
EXPIRING DATE 

04/07/2023 07/07/2023 03/07/2028 

 Annex Page 10/45 

1
0
6

7
C

M
_
0

3
_
IT

 

ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 5F (JR 6.0-5F) – 501110019713  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 5F (JR 6.0-5F) – 501110188513 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 6F (JR 6.0-6F) – 501110019813 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 6.0 6F (JR 6.0-6F) – 501110188613  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 JUDKINS RIGHT 6.0 7F (JR 6.0-7F) - 501110019913  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
JUDKINS RIGHT 6.0 7F (JR 6.0-7F) – 501110188713 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 4F (AL1 4F) – 501110019614  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 4F (AL1 4F) – 501110188414 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ LEFT I 5F (AL1 5F) - 501110019714  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 5F (AL1 5F) – 501110188514  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 6F (AL1 6F) – 501110019814  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 6F (AL1 6F) - 501110188614  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 7F (AL1 7F) - 501110019914  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT I 7F (AL1 7F) – 501110188714  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 4F (AL2 4F) - 501110019615 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 4F (AL2 4F) – 501110188415  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 5F (AL2 5F) – 501110019715  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 5F (AL2 5F) – 501110188515 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 6F (AL2 6F) - 501110019815 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 6F (AL2 6F) - 501110188615 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 7F (AL2 7F) – 501110019915  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT II 7F (AL2 7F) – 501110188715 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 4F (AL3 4F) – 501110019616 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 4F (AL3 4F) – 501110188416  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ LEFT III 5F (AL3 5F) – 501110019716 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 5F (AL3 5F) – 501110188516 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 6F (AL3 6F) - 501110019816  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 6F (AL3 6F) – 501110188616  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 7F (AL3 7F) – 501110019916 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ LEFT III 7F (AL3 7F) – 501110188716  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT I 4F (AR1 4F) – 501110019617 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT I 4F (AR1 4F) – 501110188417 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT I 5F (AR1 5F) – 501110019717  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT I 5F (AR1 5F) – 501110188517 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT I 6F (AR1 6F) – 501110019817  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT I 6F (AR1 6F) – 501110188617 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT I 7F (AR1 7F) – 501110019917 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT I 7F (AR1 7F) – 501110188717  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 4F (AR2 4F) - 501110019618  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 4F (AR2 4F) - 501110188418  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT II 5F (AR2 5F) – 501110019718 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 5F (AR2 5F) – 501110188518 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 6F (AR2 6F) – 501110019818 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 6F (AR2 6F) – 501110188618 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT II 7F (AR2 7F) - 501110019918 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT II 7F (AR2 7F) – 501110188718 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT III 4F (AR3 4F) – 501110019619 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT III 4F (AR3 4F) – 501110188419  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT III 5F (AR3 5F) - 501110019719  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT III 5F (AR3 5F) – 501110188519  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT III 6F (AR3 6F) - 501110019819 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT III 6F (AR3 6F) - 501110188619  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT III 7F (AR3 7F) - 501110019919 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT III 7F (AR3 7F) – 501110188719 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 AMPLATZ RIGHT MODIFIED B 4F (AR MOD B 4F) – 501110019620  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 4F (AR MOD B 4F) – 501110188420 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 5F (AR MOD B 5F) - 501110019720  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 5F (AR MOD B 5F) – 501110188520 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 6F (AR MOD B 6F) - 501110019820 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 6F (AR MOD B 6F) – 501110188620 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 7F (AR MOD B 7F) – 501110019920  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
AMPLATZ RIGHT MODIFIED B 7F (AR MOD B 7F) – 501110188720 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 4F (LCB 4F) – 501110019621  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 4F (LCB 4F) – 501110188421 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 5F (LCB 5F) – 501110019721 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 5F (LCB 5F) – 501110188521  

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 6F (LCB 6F) – 501110019821 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 6F (LCB 6F) – 501110188621  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-LEFT 7F (LCB 7F) – 501110019921 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 CORONARY BYPASS-LEFT 7F (LCB 7F) – 501110188721 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-RIGHT 4F (RCB 4F) – 501110019622 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 CORONARY BYPASS-RIGHT 4F (RCB 4F) – 501110188422 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 CORONARY BYPASS-RIGHT 5F (RCB 5F) - 501110019722  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 CORONARY BYPASS-RIGHT 5F (RCB 5F) – 501110188522 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-RIGHT 6F (RCB 6F) – 501110019822 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-RIGHT 6F (RCB 6F) – 501110188622 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 CORONARY BYPASS-RIGHT 7F (RCB 7F) – 501110019922 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
CORONARY BYPASS-RIGHT 7F (RCB 7F) – 501110188722  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
INTERNAL MAMMARY 4F (IMA 4F) – 501110019623 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 INTERNAL MAMMARY 4F (IMA 4F) – 501110188423 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 INTERNAL MAMMARY 5F (IMA 5F) – 501110019723 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
INTERNAL MAMMARY 5F (IMA 5F) – 501110188523  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 INTERNAL MAMMARY 6F (IMA 6F) – 501110019823 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 INTERNAL MAMMARY 6F (IMA 6F) – 501110188623  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 INTERNAL MAMMARY 7F (IMA 7F) - 501110019923 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 INTERNAL MAMMARY 7F (IMA 7F) – 501110188723 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 4F (MP A-1 4F) – 501110019624  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 4F (MP A-1 4F) – 501110188424  

(10 Pack Code) 
Class III Diagnostic Catheter 
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EU Quality Management System Certificate 

ALLEGATO AL / ANNEX TO 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 5F (MP A-1 5F) – 501110019724  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 5F (MP A-1 5F) – 501110188524 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 6F (MP A-1 6F) – 501110019824  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 6F (MP A-1 6F) – 501110188624  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 7F (MP A-1 7F) – 501110019924 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-1 7F (MP A-1 7F) – 501110188724 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 4F (MP A-2 4F) – 501110019625 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 4F (MP A-2 4F) – 501110188425  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 5F (MP A-2 5F) – 501110019725  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 5F (MP A-2 5F) – 501110188525  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 6F (MP A-2 6F) - 501110019825 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 6F (MP A-2 6F) – 501110188625 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 7F (MP A-2 7F) – 501110019925 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE A-2 7F (MP A-2 7F) – 501110188725 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 4F (MP B-1 4F) – 501110019626 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 4F (MP B-1 4F) – 501110188426 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 5F (MP B-1 5F) - 501110019726 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 5F (MP B-1 5F) – 501110188526  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 6F (MP B-1 6F) - 501110019826 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 6F (MP B-1 6F) – 501110188626 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 7F (MP B-1 7F) – 501110019926 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-1 7F (MP B-1 7F) – 501110188726 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 4F (MP B-2 4F) – 501110019627  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 4F (MP B-2 4F) – 501110188427  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 5F (MP B-2 5F) – 501110019727 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 5F (MP B-2 5F) – 501110188527  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 6F (MP B-2 6F) – 501110019827 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 6F (MP B-2 6F) – 501110188627  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 7F (MP B-2 7F) – 501110019927 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
MULTIPURPOSE B-2 7F (MP B-2 7F) – 501110188727  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 4F (SON 1 4F) – 501110019628 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 4F (SON 1 4F) – 501110188428  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 5F (SON 1 5F) – 501110019728  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 5F (SON 1 5F) – 501110188528  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 6F (SON 1 6F) – 501110019828  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I 6F (SON 1 6F) – 501110188628  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 7F (SON 1 7F) - 501110019928 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I 7F (SON 1 7F) - 501110188728 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 4F (SON 2 4F) – 501110019629 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 4F (SON 2 4F) – 501110188429  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 5F (SON 2 5F) - 501110019729  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 5F (SON 2 5F) – 501110188529  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 6F (SON 2 6F) – 501110019829  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 6F (SON 2 6F) – 501110188629 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 7F (SON 2 7F) - 501110019929 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II 7F (SON 2 7F) – 501110188729  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES III 4F (SON 3 4F) – 501110019630 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 4F (SON 3 4F) – 501110188430 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 5F (SON 3 5F) – 501110019730  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 5F (SON 3 5F) – 501110188530 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 6F (SON 3 6F) – 501110019830  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 6F (SON 3 6F) – 501110188630  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 7F (SON 3 7F) – 501110019930  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III 7F (SON 3 7F) – 501110188730 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I (80 cm) 4F (SON 1 4F) – 501110019631 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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EU Quality Management System Certificate 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I (80 cm) 4F (SON 1 4F) – 501110188431  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I (80 cm) 5F (SON 1 5F) – 501110019731  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I (80 cm) 5F (SON 1 5F) – 501110188531 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I (80 cm) 6F (SON 1 6F) – 501110019831 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I (80 cm) 6F (SON 1 6F) – 501110188631 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I (80 cm) 7F (SON 1 7F) – 501110019931 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I (80 cm) 7F (SON 1 7F) – 501110188731 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 4F (SON 2 4F) – 501110019632  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 4F (SON 2 4F) – 501110188432  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 5F (SON 2 5F) – 501110019732  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES II (80 cm) 5F (SON 2 5F) – 501110188532 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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EU Quality Management System Certificate 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES II (80 cm) 6F (SON 2 6F) – 501110019832 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 6F (SON 2 6F) – 501110188632  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 7F (SON 2 7F) – 501110019932  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II (80 cm) 7F (SON 2 7F) – 501110188732  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III (80 cm) 4F (SON 3 4F) - 501110019633 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES III (80 cm) 4F (SON 3 4F) – 501110188433 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III (80 cm) 5F (SON 3 5F) – 501110019733  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES III (80 cm) 5F (SON 3 5F) – 501110188533  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III (80 cm) 6F (SON 3 6F) – 501110019833 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III (80 cm) 6F (SON 3 6F) – 501110188633  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III (80 cm) 7F (SON 3 7F) – 501110019933 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES III (80 cm) 7F (SON 3 7F) – 501110188733  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I PP 4F (SON 1 PP 4F) – 501110019634 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I PP 4F (SON 1 PP 4F) – 501110188434 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I PP 5F (SON 1 PP 5F) – 501110019734  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I PP 5F (SON 1 PP 5F) – 501110188534  

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I PP 6F (SON 1 PP 6F) - 501110019834  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I PP 6F (SON 1 PP 6F) – 501110188634  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES I PP 7F (SON 1 PP 7F) – 501110019934  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES I PP 7F (SON 1 PP 7F) – 501110188734 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II PP 4F (SON 2 PP 4F) - 501110019635 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES II PP 4F (SON 2 PP 4F) – 501110188435 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II PP 5F (SON 2 PP 5F) - 501110019735  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES II PP 5F (SON 2 PP 5F) – 501110188535  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES II PP 6F (SON 2 PP 6F) – 501110019835 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II PP 6F (SON 2 PP 6F) – 501110188635  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II PP 7F (SON 2 PP 7F) – 501110019935  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES II PP 7F (SON 2 PP 7F) – 501110188735 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 4F (SON 3 PP 4F) – 501110019636 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 4F (SON 3 PP 4F) – 501110188436 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 SONES III PP 5F (SON 3 PP 5F) – 501110019736  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 5F (SON 3 PP 5F) – 501110188536  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 6F (SON 3 PP 6F) – 501110019836 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 6F (SON 3 PP 6F) – 501110188636  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 7F (SON 3 PP 7F) – 501110019936 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
SONES III PP 7F (SON 3 PP 7F) – 501110188736  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 4F (PIG 4F) – 501110019637  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 4F (PIG 4F) – 501110188437  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 5F (PIG 5F) – 501110019737  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 5F (PIG 5F) – 501110188537  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 6F (PIG 6F) – 501110019837  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 6F (PIG 6F) – 501110188637 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 7F (PIG 7F) - 501110019937  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL STRAIGHT (110 cm) 7F (PIG 7F) – 501110188737  

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 145  ̊(110 cm) 4F (PIG 145 4F) – 501110019638  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 145  ̊(110 cm) 4F (PIG 145 4F) – 501110188438  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 145  ̊(110 cm) 5F (PIG 145 5F) – 501110019738 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 145  ̊(110 cm) 5F (PIG 145 5F) – 501110188538  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 145  ̊(110 cm) 6F (PIG 145 6F) – 501110019838  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 145  ̊(110 cm) 6F (PIG 145 6F) – 501110188638  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 145  ̊(110 cm) 7F (PIG 145 7F) - 501110019938  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 145  ̊(110 cm) 7F (PIG 145 7F) – 501110188738 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 155  ̊(110 cm) 4F (PIG 155 4F) - 501110019639 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 155  ̊(110 cm) 4F (PIG 155 4F) – 501110188439  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 155  ̊(110 cm) 5F (PIG 155 5F) - 501110019739 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 155  ̊(110 cm) 5F (PIG 155 5F) – 501110188539 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 155  ̊(110 cm) 6F (PIG 155 6F) – 501110019839  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 155  ̊(110 cm) 6F (PIG 155 6F) – 501110188639 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 PIGTAIL 155  ̊(110 cm) 7F (PIG 155 7F) – 501110019939 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
PIGTAIL 155  ̊(110 cm) 7F (PIG 155 7F) – 501110188739 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) ATESAL 3.5 – 501110019641  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) ATESAL 3.5 – 501110188440 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) ATESAL 4.0 – 501110019640 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) ATESAL 4.0 – 501110188441 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) ATESAL 4.5 – 501110019642  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) ATESAL 4.5 – 501110188442 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) HOCKEY STICK – 501110019643 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) HOCKEY STICK – 501110188443  

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) PROGRESSIVE RIGHT - 501110019644 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) PROGRESSIVE RIGHT - 501110188444  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) Q4 – 501110019647 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) Q4 – 501110188447  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) MOD. EXTRA BACK UP – 501110019648  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) MOD. EXTRA BACK UP – 501110188448 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019651 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188451 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019652 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188452 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) ATESAL 3.5 – 501110019740  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) ATESAL 3.5 – 501110188540  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) ATESAL 4.0 – 501110019741 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) ATESAL 4.0 – 501110188541 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) ATESAL 4.5 – 501110019742 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) ATESAL 4.5 – 501110188542  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) HOCKEY STICK – 501110019743 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) HOCKEY STICK – 501110188543  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 5F (100 cm) PROGRESSIVE RIGHT – 501110019744  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) PROGRESSIVE RIGHT – 501110188544 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) Q4 – 501110019747  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 5F (100 cm) Q4 – 501110188547 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) MOD. EXTRA BACK UP – 501110019748 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) MOD. EXTRA BACK UP – 501110188548 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019751 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188551 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019752  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188552 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
 6F (100 cm) ATESAL 3.5 - 501110019840  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) ATESAL 3.5 – 501110188640 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) ATESAL 4.0 – 501110019841 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) ATESAL 4.0 – 501110188641  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) ATESAL 4.5 – 501110019842  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) ATESAL 4.5 – 501110188642  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) HOCKEY STICK – 501110019843 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) HOCKEY STICK – 501110188643 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) PROGRESSIVE RIGHT – 501110019844 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) PROGRESSIVE RIGHT – 501110188644  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) Q4 – 501110019847  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) Q4 – 501110188647  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) MOD. EXTRA BACK UP – 501110019848  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) MOD. EXTRA BACK UP – 501110188648 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019851 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188651 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019852 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188652 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) ATESAL 3.5 – 501110019941 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) ATESAL 3.5 – 501110188740  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) ATESAL 4.0 – 501110019940 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) ATESAL 4.0 – 501110188741 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) ATESAL 4.5 – 501110019942 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) ATESAL 4.5 – 501110188742 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) HOCKEY STICK - 501110019943 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) HOCKEY STICK – 501110188743 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) PROGRESSIVE RIGHT – 501110019944  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) PROGRESSIVE RIGHT – 501110188744 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) Q4 – 501110019947 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) Q4 – 501110188747 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) MOD. EXTRA BACK UP – 501110019948  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) MOD. EXTRA BACK UP – 501110188748 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
7F (100 cm) CORONARY BYPASS GRAFT RIGHT - 501110019951  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188751 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019952 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 7F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188752 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (125 cm) JUDKINS LEFT 6.0 – 501110019501  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (125 cm) JUDKINS LEFT 4.0 – 501110019502 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (125 cm) JUDKINS LEFT 5.0 – 501110019503  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (125 cm) JUDKINS RIGHT 4.0 – 501110019504 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (125 cm) JUDKINS RIGHT 5.0 – 501110019505  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (125 cm) JUDKINS RIGHT 6.0 – 501110019506 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (125 cm) PIGTAIL 145  ̊ - 501110019519 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
4F (125 cm) PIGTAIL 155  ̊ - 501110019520 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 4F (125 cm) PIGTAIL STRAIGHT – 501110019525 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (125 cm) JUDKINS LEFT 4.0 – 501110019507 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) JUDKINS LEFT 5.0 – 501110019508 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) JUDKINS LEFT 6.0 – 501110019509 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) JUDKINS RIGHT 4.0 – 501110019510 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) JUDKINS RIGHT 5.0 – 501110019511 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) JUDKINS RIGHT 6.0 – 501110019512 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (125 cm) PIGTAIL 145  ̊ - 501110019521 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (125 cm) PIGTAIL 155  ̊ - 501110019522 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (125 cm) PIGTAIL STRAIGHT – 501110019526  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (125 cm) JUDKINS LEFT 4.0 – 501110019513  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F(125 cm) JUDKINS LEFT 5.0 – 501110019514  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS LEFT 6.0 – 501110019515  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (125 cm) JUDKINS RIGHT 4.0 – 501110019516 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (125 cm) JUDKINS RIGHT 5.0 – 501110019517 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (125 cm) JUDKINS RIGHT 6.0 – 501110019518 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (125 cm) PIGTAIL 145  ̊ - 501110019523  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (125 cm) PIGTAIL 155  ̊ - 501110019524 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (125 cm) PIGTAIL STRAIGHT – 501110019527 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN 4.0 PP - 501110019301 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN 4.0 PP – 501110188801  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) KAPLAN 4.5 PP - 501110019302  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN 4.5 PP – 501110188802 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD I 4.0 PP – 501110019786 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) KAPLAN MOD I 4.0 PP – 501110188586 

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD I 4.5 PP – 501110019787 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD I 4.5 PP – 501110188587 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD I 5.0 PP – 501110019890  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD I 5.0 PP – 501110188690 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 4.0 PP – 501110019886 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 4.0 PP – 501110188686  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 4.5 PP – 501110019887 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 4.5 PP – 501110188687 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 5.0 PP – 501110019891  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN MOD II 5.0 PP – 501110188691 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN JS 3.5 PP – 501110019304  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) KAPLAN JS 3.5 PP – 501110188804  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (100 cm) KAPLAN JS 4.0 PP – 501110019303 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (100 cm) KAPLAN JS 4.0 PP – 501110188803  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN 4.0 PP – 501110019309  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN 4.0 PP – 501110188809  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN 4.5 PP – 501110019310 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN 4.5 PP – 501110188810  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD I 4.0 PP – 501110019893 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD I 4.0 PP – 501110188693  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN MOD I 4.5 PP – 501110019894 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD I 4.5 PP – 501110188694  

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN MOD I 5.0 PP – 501110019892  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN MOD I 5.0 PP – 501110188692 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD II 4.0 PP – 501110019896 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD II 4.0 PP – 501110188696  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 5F (110 cm) KAPLAN MOD II 4.5 PP – 501110019897  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD II 4.5 PP – 501110188697 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD II 5.0 PP – 501110019895 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN MOD II 5.0 PP – 501110188695 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN JS 3.5 PP - 501110019312 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN JS 3.5 PP – 501110188812  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN JS 4.0 PP - 501110019311 

 (5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
5F (110 cm) KAPLAN JS 4.0 PP – 501110188811  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN 4.0 PP – 501110019305 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN 4.0 PP - 501110188805  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN 4.5 PP - 501110019306 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN 4.5 PP - 501110188806 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD I 4.0 PP – 501110019888 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD I 4.0 PP – 501110188688 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN MOD I 4.5 PP – 501110019889  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD I 4.5 PP – 501110188689 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD I 5.0 PP – 501110019790 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD I 5.0 PP – 501110188590  

 (10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 4.0 PP – 501110019788  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 4.0 PP – 501110188588  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 4.5 PP - 501110019789 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 4.5 PP – 501110188589 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 5.0 PP – 501110019791 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN MOD II 5.0 PP – 501110188591  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN JS 3.5 PP – 501110019308  

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (100 cm) KAPLAN JS 3.5 PP – 501110188808 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN JS 4.0 PP – 501110019307  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (100 cm) KAPLAN JS 4.0 PP – 501110188807 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN 4.0 PP – 501110019313  

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN 4.0 PP - 501110188813 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN 4.5 PP – 501110019314 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN 4.5 PP – 501110188814 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD I 4.0 PP – 501110019793  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 4.0 PP – 501110188593 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD I 4.5 PP – 501110019794 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN MOD I 4.5 PP – 501110188594  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD I 5.0 PP – 501110019792  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD I 5.0 PP – 501110188592 

 (10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN MOD II 4.0 PP – 501110019796  

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD II 4.0 PP – 501110188596 

 (10 Pack Code) 
Class III Diagnostic Catheter 



 
 
 
 
 
 

 
 

Certificato UE del Sistema di Gestione della Qualità 
EU Quality Management System Certificate 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD II 4.5 PP – 501110019797 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN MOD II 4.5 PP – 501110188597  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN MOD II 5.0 PP – 501110019795 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN MOD II 5.0 PP – 501110188595  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN JS 3.5 PP – 501110019316 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN JS 3.5 PP – 501110188816  

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
 6F (110 cm) KAPLAN JS 4.0 PP – 501110019315 

 (5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter  
6F (110 cm) KAPLAN JS 4.0 PP – 501110188815 

 (10 Pack Code) 
Class III Diagnostic Catheter 

 
1Per dispositivi di Classe IIb e di Classe III / For Class IIb and Class III devices 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Certificato di valutazione UE della 
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745 
According to Annex IX Chapter II of EU Regulation 2017/745 

ORGANISMO NOTIFICATO / NOTIFIED BODY 

ICIM S.p.A. - Identification number: 0425 
Piazza Don Enrico Mapelli, 75 - 20099 Sesto San Giovanni (MI) - ITALY 

ATTESTA AL FABBRICANTE: 
CERTIFIES TO THE MANUFACTURER: 

Alvimedica Tıbbi Ürünler San. ve Dış Tic. A.Ş. 
SEDE LEGALE E UNITÀ OPERATIVA / HEAD OFFICE AND OPERATIVE UNIT 

İstanbul Trakya Serbest Bölgesi, Ferhatpaşa SB Mahallesi 
Atatürk Bulvarı No:16 34540 Çatalca-İstanbul 

TÜRKİYE  
 

Numero di Registrazione / Single Registration Number: TR-MF-000029915 
 

CHE UN ESAME DELLA DOCUMENTAZIONE TECNICA È STATO CONDOTTO PER I PRODOTTI, PROCESSI, SERVIZI RIPORTATI 
NELL’ALLEGATO E CHE QUESTI SONO CONFORMI AI REQUISITI RIPORTATI IN 

THAT A TECHNICAL DOCUMENTATION EXAMINATION HAS BEEN PERFORMED FOR THE PRODUCTS, PROCESSES, SERVICES 
LISTED IN THE ATTACHED ANNEX AND THAT THEY ARE IN COMPLIANCE WITH THE REQUIREMENTS OF 

Allegato IX Capo II del Regolamento UE 2017/745  
Annex IX Chapter II of EU Regulation 2017/745 

Il presente Certificato è da ritenersi valido solo se accompagnato dal relativo Allegato / This Certificate is valid only with the relative Annex 

Per l’immissione sul mercato dei dispositivi di Classe III e Classe IIb impiantabili coperti dal presente certificato è necessario un certificato UE del sistema di gestione della 
qualità (Allegato IX Capo I) / For the placing on the market of Class III and Class IIb devices an EU Quality Management System certificate is required (Annex IX Chapter I) 

 
Storicità del Certificato / Certificate History 

Certificato precedente / Previous certificate // 

Data di rilascio / Issue date 04/07/2023 

Modifiche apportate / Changes Revisione denominazione prodotti / Products name revision. 

Test effettuati, riferimenti normativi e rapporti 
Tests, standards references and reports 

// 

Informazioni sulla sorveglianza da parte dell’organismo notificato (se applicabile) 
Information about the surveillance by the notified body (if applicable) 

// 

Condizioni o limitazioni di validità del certificato (se applicabile)  
Conditions for or limitations to the validity of the certificate (if applicable) 

// 
 

 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

IDENTIFICAZIONE TIPOLOGIE E MODELLI 
IDENTIFICATION OF THE MODEL/TYPE 

 

Dispositivo (nome, modello, tipologia) 
Device (name, model, type) 

AlvisionTM Interventional Cardiology Diagnostic Catheter 

Classe  
Class 

Class III 

Destinazione d’uso 

Intended purpose 
Diagnostic Catheter 

UDI-DI di base 
Basic UDI-DI 

086991955Alvision5D 

Documentazione di riferimento 
Documentation reference 

STED-MDR-00001 rev4 on 29th June 2023 

 
  

http://qdms.alvimedica.com/QDMSNET/Document/DokumanGoruntuleme.aspx?ROWINDEX=-1&PAGEINDEX=0&kod=STED-MDR-00001&revNo=3&Criteria=K0CJEsY33CN5Mf083tW87zfAKRECjuHM


  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 4F (JL 3.0 -4F) - 501110019601 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 4F (JL 3.0 -4F) - 501110188401 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 5F (JL 3.0 -5F) – 501110019701 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 5F (JL 3.0 -5F) – 501110188501 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 6F (JL 3.0 -6F) – 501110019801 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 6F (JL 3.0 -6F) – 501110188601 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 7F (JL 3.0 -7F) – 501110019901 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.0 7F (JL 3.0 -7F) – 501110188701 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 4F (JL 3.5 -4F) – 501110019602 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 4F (JL 3.5 -4F) – 501110188402 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 5F (JL 3.5 -5F) – 501110019702 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 5F (JL 3.5 -5F) – 501110188502 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 6F (JL 3.5 -6F) – 501110019802 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 6F (JL 3.5 -6F) – 501110188602 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 7F (JL 3.5 -7F) – 501110019902 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 3.5 7F (JL 3.5 -7F) – 501110188702 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 4F (JL 4.0-4F) – 501110019603 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 4F (JL 4.0-4F) – 501110188403 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 5F (JL 4.0-5F) – 501110019704 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 5F (JL 4.0-5F) – 501110188503 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 6F (JL 4.0-6F) – 501110019803 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 6F (JL 4.0-6F) - 501110188603 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 7F (JL 4.0-7F) – 501110019903 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 7F (JL 4.0-7F) – 501110188703 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 4F (JL 4.0 ST -4F) – 501110019604 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 4F (JL 4.0 ST -4F) – 501110188404 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 5F (JL 4.0 ST -5F) – 501110019703 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 5F (JL 4.0 ST -5F) – 501110188504 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 6F (JL 4.0 ST -6F) – 501110019804 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 6F (JL 4.0 ST -6F) – 501110188604 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 7F (JL 4.0 ST -7F) – 501110019904 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.0 SHORT TIP 7F (JL 4.0 ST -7F) – 501110188704 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 4F (JL 4.5-4F) – 501110019605 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 4F (JL 4.5-4F) – 501110188405 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 5F (JL 4.5-5F) – 501110019705 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 5F (JL 4.5-5F) – 501110188505 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 6F (JL 4.5-6F) – 501110019805 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 6F (JL 4.5-6F) – 501110188605 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 7F (JL 4.5-7F) – 501110019905 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 4.5 7F (JL 4.5-7F) – 501110188705 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 4F (JL 5.0-4F) – 501110019606 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 4F (JL 5.0-4F) – 501110188406 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 5F (JL 5.0-5F) – 501110019706 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 5F (JL 5.0-5F) – 501110188506 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 6F (JL 5.0-6F) – 501110019806 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 6F (JL 5.0-6F) – 501110188606 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 7F (JL 5.0-7F) – 501110019906 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 5.0 7F (JL 5.0-7F) - 501110188706 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 4F (JL 6.0-4F) – 501110019607 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 4F (JL 6.0-4F) – 501110188407 

(10 Pack Code) 
Class III Diagnostic Catheter 
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EU Technical Documentation Assessment 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 5F (JL 6.0-5F) – 501110019707 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 5F (JL 6.0-5F) – 501110188507 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 6F (JL 6.0-6F) - 501110019807 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 6F (JL 6.0-6F) – 501110188607 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 7F (JL 6.0-7F) - 501110019907 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS LEFT 6.0 7F (JL 6.0-7F) - 501110188707 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 4F (JR 3.0-4F) – 501110019608 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 4F (JR 3.0-4F) – 501110188408 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 5F (JR 3.0-5F) – 501110019708 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 5F (JR 3.0-5F) - 501110188508 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 6F (JR 3.0-6F) – 501110019808 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 6F (JR 3.0-6F) – 501110188608 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 7F (JR 3.0-7F) – 501110019908 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.0 7F (JR 3.0-7F) – 501110188708 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 4F (JR 3.5-4F) - 501110019609 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 4F (JR 3.5-4F) – 501110188409 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 5F (JR 3.5-5F) – 501110019709 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 5F (JR 3.5-5F) – 501110188509 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 6F (JR 3.5-6F) – 501110019809 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 6F (JR 3.5-6F) – 501110188609 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 7F (JR 3.5-7F) – 501110019909 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 3.5 7F (JR 3.5-7F) - 501110188709 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 4F (JR 4.0-4F) – 501110019610 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 4F (JR 4.0-4F) – 501110188410 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 5F (JR 4.0-5F) – 501110019711 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 5F (JR 4.0-5F) – 501110188510 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 6F (JR 4.0-6F) – 501110019810 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 6F (JR 4.0-6F) – 501110188610 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 7F (JR 4.0-7F) – 501110019910 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.0 7F (JR 4.0-7F) – 501110188710 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 

 
 

 

 
Federico Pasqui 

Rappresentante Direzione / Management Representative 

ICIM S.p.A. 

 

PRIMA EMISSIONE 
FIRST ISSUE 

EMISSIONE CORRENTE 
CURRENT ISSUE 

DATA DI SCADENZA 
EXPIRING DATE 

04/07/2023 07/07/2023 03/07/2028 

 Annex Page 10/51 

1
0
6

8
C

M
_
0

3
_
IT

 

ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 4F (JR 4.5-4F) – 501110019611 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 4F (JR 4.5-4F) – 501110188411 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 5F (JR 4.5-5F) - 501110019710 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 5F (JR 4.5-5F) – 501110188511 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 6F (JR 4.5-6F) - 501110019811 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 6F (JR 4.5-6F) – 501110188611 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 7F (JR 4.5-7F) – 501110019911 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 4.5 7F (JR 4.5-7F) – 501110188711 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 4F (JR 5.0-4F) - 501110019612 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 4F (JR 5.0-4F) – 501110188412 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 5F (JR 5.0-5F) - 501110019712 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 5F (JR 5.0-5F) – 501110188512 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 6F (JR 5.0-6F) - 501110019812 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 6F (JR 5.0-6F) – 501110188612 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 7F (JR 5.0-7F) – 501110019912 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 5.0 7F (JR 5.0-7F) – 501110188712 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 4F (JR 6.0-4F) – 501110019613 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 4F (JR 6.0-4F) – 501110188413 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 5F (JR 6.0-5F) – 501110019713 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 5F (JR 6.0-5F) – 501110188513 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 6F (JR 6.0-6F) – 501110019813 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 6F (JR 6.0-6F) – 501110188613 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 7F (JR 6.0-7F) - 501110019913 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
JUDKINS RIGHT 6.0 7F (JR 6.0-7F) – 501110188713 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 4F (AL1 4F) – 501110019614 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 4F (AL1 4F) – 501110188414 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 5F (AL1 5F) - 501110019714 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 5F (AL1 5F) – 501110188514 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 6F (AL1 6F) – 501110019814 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 6F (AL1 6F) - 501110188614 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 7F (AL1 7F) - 501110019914 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT I 7F (AL1 7F) – 501110188714 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 4F (AL2 4F) - 501110019615 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 4F (AL2 4F) – 501110188415 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 5F (AL2 5F) – 501110019715 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 5F (AL2 5F) – 501110188515 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 6F (AL2 6F) - 501110019815 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 6F (AL2 6F) - 501110188615 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 7F (AL2 7F) – 501110019915 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT II 7F (AL2 7F) – 501110188715 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 4F (AL3 4F) – 501110019616 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 4F (AL3 4F) – 501110188416 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 5F (AL3 5F) – 501110019716 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 5F (AL3 5F) – 501110188516 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 6F (AL3 6F) - 501110019816 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 6F (AL3 6F) – 501110188616 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 7F (AL3 7F) – 501110019916 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ LEFT III 7F (AL3 7F) – 501110188716 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 4F (AR1 4F) – 501110019617 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 4F (AR1 4F) – 501110188417 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 5F (AR1 5F) – 501110019717 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 5F (AR1 5F) – 501110188517 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 6F (AR1 6F) – 501110019817 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 6F (AR1 6F) – 501110188617 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 7F (AR1 7F) – 501110019917 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT I 7F (AR1 7F) – 501110188717 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 4F (AR2 4F) - 501110019618 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 4F (AR2 4F) - 501110188418 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 5F (AR2 5F) – 501110019718 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 5F (AR2 5F) – 501110188518 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 6F (AR2 6F) – 501110019818 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 6F (AR2 6F) – 501110188618 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 7F (AR2 7F) - 501110019918 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT II 7F (AR2 7F) – 501110188718 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 4F (AR3 4F) – 501110019619 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 4F (AR3 4F) – 501110188419 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 5F (AR3 5F) - 501110019719 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 5F (AR3 5F) – 501110188519 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 6F (AR3 6F) - 501110019819 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 6F (AR3 6F) - 501110188619 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 7F (AR3 7F) - 501110019919 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT III 7F (AR3 7F) – 501110188719 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 4F (AR MOD B 4F) – 501110019620 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 4F (AR MOD B 4F) – 501110188420 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 5F (AR MOD B 5F) - 501110019720 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 5F (AR MOD B 5F) – 501110188520 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 6F (AR MOD B 6F) - 501110019820 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 6F (AR MOD B 6F) – 501110188620 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 7F (AR MOD B 7F) – 501110019920 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
AMPLATZ RIGHT MODIFIED B 7F (AR MOD B 7F) – 501110188720 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 4F (LCB 4F) – 501110019621 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 4F (LCB 4F) – 501110188421 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 5F (LCB 5F) – 501110019721 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 5F (LCB 5F) – 501110188521 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 6F (LCB 6F) – 501110019821 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 6F (LCB 6F) – 501110188621 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 7F (LCB 7F) – 501110019921 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-LEFT 7F (LCB 7F) – 501110188721 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 4F (RCB 4F) – 501110019622 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 4F (RCB 4F) – 501110188422 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 5F (RCB 5F) - 501110019722 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 5F (RCB 5F) – 501110188522 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 6F (RCB 6F) – 501110019822 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 6F (RCB 6F) – 501110188622 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 7F (RCB 7F) – 501110019922 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
CORONARY BYPASS-RIGHT 7F (RCB 7F) – 501110188722 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 4F (IMA 4F) – 501110019623 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 4F (IMA 4F) – 501110188423 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 5F (IMA 5F) – 501110019723 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 5F (IMA 5F) – 501110188523 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 6F (IMA 6F) – 501110019823 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 6F (IMA 6F) – 501110188623 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 7F (IMA 7F) - 501110019923 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
INTERNAL MAMMARY 7F (IMA 7F) – 501110188723 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
4F (MP A-1 4F) – 501110019624 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
4F (MP A-1 4F) – 501110188424 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
5F (MP A-1 5F) – 501110019724 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
5F (MP A-1 5F) – 501110188524 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
6F (MP A-1 6F) – 501110019824 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
6F (MP A-1 6F) – 501110188624 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
7F (MP A-1 7F) – 501110019924 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-1 
7F (MP A-1 7F) – 501110188724 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
4F (MP A-2 4F) – 501110019625 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
4F (MP A-2 4F) – 501110188425 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
5F (MP A-2 5F) – 501110019725 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
5F (MP A-2 5F) – 501110188525 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
6F (MP A-2 6F) - 501110019825 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
6F (MP A-2 6F) – 501110188625 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
7F (MP A-2 7F) – 501110019925 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE A-2 
7F (MP A-2 7F) – 501110188725 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
4F (MP B-1 4F) – 501110019626 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
4F (MP B-1 4F) – 501110188426 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
5F (MP B-1 5F) - 501110019726 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
5F (MP B-1 5F) – 501110188526 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
6F (MP B-1 6F) - 501110019826 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
6F (MP B-1 6F) – 501110188626 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
7F (MP B-1 7F) – 501110019926 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-1 
7F (MP B-1 7F) – 501110188726 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
4F (MP B-2 4F) – 501110019627 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
4F (MP B-2 4F) – 501110188427 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
5F (MP B-2 5F) – 501110019727 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
5F (MP B-2 5F) – 501110188527 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
6F (MP B-2 6F) – 501110019827 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
6F (MP B-2 6F) – 501110188627 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
7F (MP B-2 7F) – 501110019927 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter MULTIPURPOSE B-2 
7F (MP B-2 7F) – 501110188727 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 4F (SON 1 4F) – 501110019628 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 4F (SON 1 4F) – 501110188428 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 5F (SON 1 5F) – 501110019728 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 5F (SON 1 5F) – 501110188528 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 6F (SON 1 6F) – 501110019828 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 6F (SON 1 6F) – 501110188628 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 7F (SON 1 7F) - 501110019928 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I 7F (SON 1 7F) - 501110188728 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 4F (SON 2 4F) – 501110019629 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 4F (SON 2 4F) – 501110188429 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 5F (SON 2 5F) - 501110019729 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 5F (SON 2 5F) – 501110188529 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 6F (SON 2 6F) – 501110019829 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 6F (SON 2 6F) – 501110188629 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 7F (SON 2 7F) - 501110019929 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II 7F (SON 2 7F) – 501110188729 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 4F (SON 3 4F) – 501110019630 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 4F (SON 3 4F) – 501110188430 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 5F (SON 3 5F) – 501110019730 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 5F (SON 3 5F) – 501110188530 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 6F (SON 3 6F) – 501110019830 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 6F (SON 3 6F) – 501110188630 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 7F (SON 3 7F) – 501110019930 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III 7F (SON 3 7F) – 501110188730 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 4F (SON 1 4F) – 501110019631 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 4F (SON 1 4F) – 501110188431 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 5F (SON 1 5F) – 501110019731 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 5F (SON 1 5F) – 501110188531 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 6F (SON 1 6F) – 501110019831 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 6F (SON 1 6F) – 501110188631 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 7F (SON 1 7F) – 501110019931 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I (80 cm) 7F (SON 1 7F) – 501110188731 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 4F (SON 2 4F) – 501110019632 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 4F (SON 2 4F) – 501110188432 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 5F (SON 2 5F) – 501110019732 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 5F (SON 2 5F) – 501110188532 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 6F (SON 2 6F) – 501110019832 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 6F (SON 2 6F) – 501110188632 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 7F (SON 2 7F) – 501110019932 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II (80 cm) 7F (SON 2 7F) – 501110188732 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 4F (SON 3 4F) - 501110019633 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 4F (SON 3 4F) – 501110188433 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 5F (SON 3 5F) – 501110019733 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 5F (SON 3 5F) – 501110188533 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 6F (SON 3 6F) – 501110019833 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 6F (SON 3 6F) – 501110188633 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 7F (SON 3 7F) – 501110019933 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III (80 cm) 7F (SON 3 7F) – 501110188733 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 4F (SON 1 PP 4F) – 501110019634 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 4F (SON 1 PP 4F) – 501110188434 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 5F (SON 1 PP 5F) – 501110019734 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 5F (SON 1 PP 5F) – 501110188534 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 6F (SON 1 PP 6F) - 501110019834 

(5 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 

 
 

 

 
Federico Pasqui 

Rappresentante Direzione / Management Representative 

ICIM S.p.A. 

 

PRIMA EMISSIONE 
FIRST ISSUE 

EMISSIONE CORRENTE 
CURRENT ISSUE 

DATA DI SCADENZA 
EXPIRING DATE 

04/07/2023 07/07/2023 03/07/2028 

 Annex Page 29/51 

1
0
6

8
C

M
_
0

3
_
IT

 

ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 6F (SON 1 PP 6F) – 501110188634 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 7F (SON 1 PP 7F) – 501110019934 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES I PP 7F (SON 1 PP 7F) – 501110188734 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 4F (SON 2 PP 4F) - 501110019635 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 4F (SON 2 PP 4F) – 501110188435 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 5F (SON 2 PP 5F) - 501110019735 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 5F (SON 2 PP 5F) – 501110188535 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 6F (SON 2 PP 6F) – 501110019835 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 6F (SON 2 PP 6F) – 501110188635 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 7F (SON 2 PP 7F) – 501110019935 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES II PP 7F (SON 2 PP 7F) – 501110188735 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 4F (SON 3 PP 4F) – 501110019636 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 4F (SON 3 PP 4F) – 501110188436 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 5F (SON 3 PP 5F) – 501110019736 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 5F (SON 3 PP 5F) – 501110188536 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 6F (SON 3 PP 6F) – 501110019836 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 6F (SON 3 PP 6F) – 501110188636 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 7F (SON 3 PP 7F) – 501110019936 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
SONES III PP 7F (SON 3 PP 7F) – 501110188736 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 4F (PIG 4F) – 501110019637 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 4F (PIG 4F) – 501110188437 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 5F (PIG 5F) – 501110019737 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 5F (PIG 5F) – 501110188537 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 6F (PIG 6F) – 501110019837 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 6F (PIG 6F) – 501110188637 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 7F (PIG 7F) - 501110019937 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL STRAIGHT (110 cm) 7F (PIG 7F) – 501110188737 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 4F (PIG 145 4F) – 501110019638 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 4F (PIG 145 4F) – 501110188438 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 5F (PIG 145 5F) – 501110019738 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 5F (PIG 145 5F) – 501110188538 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 6F (PIG 145 6F) – 501110019838 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 6F (PIG 145 6F) – 501110188638 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 7F (PIG 145 7F) - 501110019938 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 145  ̊(110 cm) 7F (PIG 145 7F) – 501110188738 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 4F (PIG 155 4F) - 501110019639 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 4F (PIG 155 4F) – 501110188439 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 5F (PIG 155 5F) - 501110019739 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 5F (PIG 155 5F) – 501110188539 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 6F (PIG 155 6F) – 501110019839 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 6F (PIG 155 6F) – 501110188639 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 7F (PIG 155 7F) – 501110019939 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
PIGTAIL 155  ̊(110 cm) 7F (PIG 155 7F) – 501110188739 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 3.5 – 501110019641 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 3.5 – 501110188440 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 4.0 – 501110019640 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 4.0 – 501110188441 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 4.5 – 501110019642 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) ATESAL 4.5 – 501110188442 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) HOCKEY STICK – 501110019643 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) HOCKEY STICK – 501110188443 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) PROGRESSIVE RIGHT - 501110019644 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) PROGRESSIVE RIGHT - 501110188444 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) Q4 – 501110019647 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) Q4 – 501110188447 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) MOD. EXTRA BACK UP – 501110019648 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) MOD. EXTRA BACK UP – 501110188448 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019651 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188451 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019652 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188452 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 3.5 – 501110019740 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 3.5 – 501110188540 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 4.0 – 501110019741 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 4.0 – 501110188541 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 4.5 – 501110019742 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) ATESAL 4.5 – 501110188542 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) HOCKEY STICK – 501110019743 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) HOCKEY STICK – 501110188543 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) PROGRESSIVE RIGHT – 501110019744 

(5 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 

 
 

 

 
Federico Pasqui 

Rappresentante Direzione / Management Representative 

ICIM S.p.A. 

 

PRIMA EMISSIONE 
FIRST ISSUE 

EMISSIONE CORRENTE 
CURRENT ISSUE 

DATA DI SCADENZA 
EXPIRING DATE 

04/07/2023 07/07/2023 03/07/2028 

 Annex Page 36/51 

1
0
6

8
C

M
_
0

3
_
IT

 

ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) PROGRESSIVE RIGHT – 501110188544 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) Q4 – 501110019747 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) Q4 – 501110188547 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) MOD. EXTRA BACK UP – 501110019748 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) MOD. EXTRA BACK UP – 501110188548 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019751 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188551 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019752 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188552 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 3.5 - 501110019840 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 3.5 – 501110188640 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 4.0 – 501110019841 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 4.0 – 501110188641 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 4.5 – 501110019842 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) ATESAL 4.5 – 501110188642 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) HOCKEY STICK – 501110019843 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) HOCKEY STICK – 501110188643 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) PROGRESSIVE RIGHT – 501110019844 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) PROGRESSIVE RIGHT – 501110188644 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) Q4 – 501110019847 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) Q4 – 501110188647 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) MOD. EXTRA BACK UP – 501110019848 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) MOD. EXTRA BACK UP – 501110188648 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110019851 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188651 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019852 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188652 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 3.5 – 501110019941 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 3.5 – 501110188740 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 4.0 – 501110019940 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 4.0 – 501110188741 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 4.5 – 501110019942 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) ATESAL 4.5 – 501110188742 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) HOCKEY STICK - 501110019943 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) HOCKEY STICK – 501110188743 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) PROGRESSIVE RIGHT – 501110019944 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) PROGRESSIVE RIGHT – 501110188744 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) Q4 – 501110019947 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) Q4 – 501110188747 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) MOD. EXTRA BACK UP – 501110019948 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) MOD. EXTRA BACK UP – 501110188748 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) CORONARY BYPASS GRAFT RIGHT - 501110019951 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) CORONARY BYPASS GRAFT RIGHT – 501110188751 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110019952 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
7F (100 cm) CORONARY BYPASS GRAFT LEFT – 501110188752 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS LEFT 6.0 – 501110019501 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS LEFT 4.0 – 501110019502 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS LEFT 5.0 – 501110019503 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS RIGHT 4.0 – 501110019504 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS RIGHT 5.0 – 501110019505 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) JUDKINS RIGHT 6.0 – 501110019506 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) PIGTAIL 145  ̊ - 501110019519 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) PIGTAIL 155  ̊ - 501110019520 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
4F (125 cm) PIGTAIL STRAIGHT – 501110019525 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS LEFT 4.0 – 501110019507 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS LEFT 5.0 – 501110019508 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS LEFT 6.0 – 501110019509 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS RIGHT 4.0 – 501110019510 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS RIGHT 5.0 – 501110019511 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) JUDKINS RIGHT 6.0 – 501110019512 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) PIGTAIL 145  ̊ - 501110019521 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) PIGTAIL 155  ̊ - 501110019522 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (125 cm) PIGTAIL STRAIGHT – 501110019526 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS LEFT 4.0 – 501110019513 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS LEFT 5.0 – 501110019514 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS LEFT 6.0 – 501110019515 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS RIGHT 4.0 – 501110019516 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS RIGHT 5.0 – 501110019517 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) JUDKINS RIGHT 6.0 – 501110019518 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) PIGTAIL 145  ̊ - 501110019523 

(5 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) PIGTAIL 155  ̊ - 501110019524 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (125 cm) PIGTAIL STRAIGHT – 501110019527 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN 4.0 PP - 501110019301 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN 4.0 PP – 501110188801 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN 4.5 PP - 501110019302 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN 4.5 PP – 501110188802 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 4.0 PP – 501110019786 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 4.0 PP – 501110188586 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 4.5 PP – 501110019787 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 4.5 PP – 501110188587 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 5.0 PP – 501110019890 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD I 5.0 PP – 501110188690 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 4.0 PP – 501110019886 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 4.0 PP – 501110188686 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 4.5 PP – 501110019887 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 4.5 PP – 501110188687 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 5.0 PP – 501110019891 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN MOD II 5.0 PP – 501110188691 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN JS 3.5 PP – 501110019304 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN JS 3.5 PP – 501110188804 

(10 Pack Code) 
Class III Diagnostic Catheter 



  
 
 
 
 
 

 
 

Certificato di valutazione UE della  
Documentazione Tecnica 

EU Technical Documentation Assessment 
Certificate 

ALLEGATO AL / ANNEX TO 

Certificato N. 
Certificate No. 0425-MDR-006770-00 

Secondo l’Allegato IX Capo II del Regolamento UE 2017/745  
According to Annex IX Chapter II of EU Regulation 2017/745 

 
 

 

 
Federico Pasqui 

Rappresentante Direzione / Management Representative 

ICIM S.p.A. 

 

PRIMA EMISSIONE 
FIRST ISSUE 

EMISSIONE CORRENTE 
CURRENT ISSUE 

DATA DI SCADENZA 
EXPIRING DATE 

04/07/2023 07/07/2023 03/07/2028 

 Annex Page 45/51 

1
0
6

8
C

M
_
0

3
_
IT

 

ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN JS 4.0 PP – 501110019303 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (100 cm) KAPLAN JS 4.0 PP – 501110188803 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN 4.0 PP – 501110019309 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN 4.0 PP – 501110188809 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN 4.5 PP – 501110019310 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN 4.5 PP – 501110188810 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 4.0 PP – 501110019893 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 4.0 PP – 501110188693 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 4.5 PP – 501110019894 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 4.5 PP – 501110188694 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 5.0 PP – 501110019892 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD I 5.0 PP – 501110188692 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 4.0 PP – 501110019896 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 4.0 PP – 501110188696 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 4.5 PP – 501110019897 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 4.5 PP – 501110188697 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 5.0 PP – 501110019895 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN MOD II 5.0 PP – 501110188695 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN JS 3.5 PP - 501110019312 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN JS 3.5 PP – 501110188812 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN JS 4.0 PP - 501110019311 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
5F (110 cm) KAPLAN JS 4.0 PP – 501110188811 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN 4.0 PP – 501110019305 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN 4.0 PP - 501110188805 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN 4.5 PP - 501110019306 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN 4.5 PP - 501110188806 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 4.0 PP – 501110019888 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 4.0 PP – 501110188688 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 4.5 PP – 501110019889 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 4.5 PP – 501110188689 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 5.0 PP – 501110019790 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD I 5.0 PP – 501110188590 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 4.0 PP – 501110019788 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 4.0 PP – 501110188588 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 4.5 PP - 501110019789 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 4.5 PP – 501110188589 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 5.0 PP – 501110019791 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN MOD II 5.0 PP – 501110188591 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN JS 3.5 PP – 501110019308 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN JS 3.5 PP – 501110188808 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN JS 4.0 PP – 501110019307 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (100 cm) KAPLAN JS 4.0 PP – 501110188807 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN 4.0 PP – 501110019313 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN 4.0 PP - 501110188813 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN 4.5 PP – 501110019314 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN 4.5 PP – 501110188814 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 4.0 PP – 501110019793 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 4.0 PP – 501110188593 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 4.5 PP – 501110019794 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 4.5 PP – 501110188594 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 5.0 PP – 501110019792 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD I 5.0 PP – 501110188592 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 4.0 PP – 501110019796 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 4.0 PP – 501110188596 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 4.5 PP – 501110019797 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 4.5 PP – 501110188597 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 5.0 PP – 501110019795 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN MOD II 5.0 PP – 501110188595 

(10 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN JS 3.5 PP – 501110019316 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN JS 3.5 PP – 501110188816 

(10 Pack Code) 
Class III Diagnostic Catheter 
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ICIM S.p.A. – Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 
Società soggetta all’attività di direzione e coordinamento di ICIM GROUP Srl 

Dispositivo – Gruppo di Dispositivi 
Device – Generic Device Group 

Classe / Class 
Destinazione d’uso1 

Intended purpose1 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN JS 4.0 PP – 501110019315 

(5 Pack Code) 
Class III Diagnostic Catheter 

ALVISIONTM Interventional Cardiology Diagnostic Catheter 
6F (110 cm) KAPLAN JS 4.0 PP – 501110188815 

(10 Pack Code) 
Class III Diagnostic Catheter 

 


