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ORGANISMO NOTIFICADO 0318 

CERTIFICADO CE DE SISTEMA DE GARANTÍA DE CALIDAD TOTAL 

de acuerdo con el Anexo II (excepto punto 4) de la Directiva 93/42/CEE 

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE 

in accordance with Annex II (except Section 4) of Directive 93/42/EEC 

 

Certificado nº/Certificate no Fecha de validez/Date of validity ON nº/NB no 

2012 07 0788 CT Desde/From 31-07-2020 Hasta/To 26-05-2024 0318 
 

A favor de/In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: LIFE VASCULAR DEVICES BIOTECH S.L (LVD BIOTECH ) 

Dirección/Address: Camí de Can Ubach, 11; Pol. Ind. Les Fallulles, 

08620 Sant Vicenç dels Horts- Barcelona-ESPAÑA 

Representante autorizado ante la UE/Authorized EU representative:  Idem  
 

Para el producto/For the product: 

Categoría/Category: Productos de un solo uso/Single use products 

Grupo genérico/ 

Generic group: 

Especificado en Anexos de este Certificado/Specified in Annexes to this Certificate/Haga 

clic o pulse aquí para escribir texto. 

Tipo/Type: Especificado en Anexos de este Certificado/Specified in Annexes to this Certificate 
 

Elaborado en/In the facilities: 

Camí de Can Ubach, 11; Pol. Ind. Les Fallulles, 

08620 Sant Vicenç dels Horts- Barcelona-ESPAÑA 

Fecha inicial/ Initial date: 27-07-2012      

Fecha de prórroga anterior/ Previous extension date: 21-07-2017 

Este certificado debe ir acompañado por certificado de examen de diseño: en productos de clase III /This certificate 

must be accompanied by design examination certificate: in class III products 

Este certificado es consecuencia de la auditoria del sistema completo de garantía de calidad y del examen de la 

documentación técnica contenida en el expediente nº  2012 01 0327, y garantiza que los productos descritos cumplen 

los requisitos de la Directiva./ This certificate is issued on the full quality assurance system audit, and the examination 

of the technical documentation contained in dossier nº 2012 01 0327, and guarantees that the described products 

fulfils the requirements of the Directive 
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CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 44 C/ CAMPEZO, 1 - EDIFICIO 8
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Madrid,  30 de julio de 2020
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
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ANEXO Nº/ANNEX NO: I 
 

CERTIFICADO CE DE SISTEMA DE GARANTÍA DE CALIDAD TOTAL 

de acuerdo con el Anexo II (excepto punto 4) de la Directiva 93/42/CEE 
 

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE 

in accordance with Annex II (except Section 4) of Directive 93/42/EEC 
 

Certificado nº/Certificate no Fecha de validez/Date of validity ON nº/NB no 

2012 07 0788 CT Desde/From 31-07-2020 Hasta/To 26-05-2024 0318 
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3.1.a.67 Balón 4.25 x 15mm/ Balloon 4.25 x 15mm 

3.1.a.68 Balón 4.25 x 20mm/ Balloon 4.25 x 20mm 

3.1.a.69 Balón 4.25 x 25mm/ Balloon 4.25 x 25mm 

3.1.a.70 Balón 4.25 x 30mm/ Balloon 4.25 x 30mm 

3.1.a.71 Balón 4.25 x 40mm/ Balloon 4.25 x 40mm 

3.1.a.72 Balón 4.5 x 10mm/ Balloon 4.5  x 10mm 

3.1.a.73 Balón 4.5 x 15mm/ Balloon 4.5 x 15mm 

3.1.a.74 Balón 4.5 x 20mm/ Balloon 4.5 x 20mm 

3.1.a.75 Balón 4.5 x 25mm/ Balloon 4.5 x 25mm 

3.1.a.76 Balón 4.5 x 30mm/ Balloon 4.5 x 30mm 

3.1.a.77 Balón 4.5 x 40mm/ Balloon 4.5 x 40mm 

3.1.a.78 Balón 5.0 x 10mm / Balloon 5.0 x 10mm 

3.1.a.79 Balón 5.0 x 15mm/ Balloon 5.0 x 15mm 

3.1.a.80 Balón 5.0 x 20mm/ Balloon 5.0 x 20mm 

 

 

3.2. Catéter balón de dilatación coronario, balón no distensible "iVascular NC xperience"/ 

"iVascular NC xperience" Coronary balloon dilatation catheter, non-compliant balloon     

 

        Los siguientes productos se encuentran descritos en el certificado  2016 11 0856 ED/ 

        The followed products are described in the certificate ED 2016 11 0856   

 

        3.2.a. Longitud de catéter 142cm/ Catheter length 142cm 

3.2.a.1 Balón 2.0 x 6mm/ Balloon 2.0 x 6mm 

3.2.a.2 Balón 2.0 x 8mm/ Balloon 2.0 x 8mm 

3.2.a.3 Balón 2.0 x 10mm/ Balloon 2.0 x 10mm 

3.2.a.4 Balón 2.0 x 12mm/ Balloon 2.0 x 12mm 

3.2.a.5 Balón 2.0 x 15mm/ Balloon 2.0 x 15mm 

 3.2.a.6 Balón 2.0 x 20mm/ Balloon 2.0 x 20mm 
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 3.2.a.7 Balón 2.0 x 25mm/Balloon 2.0 x 25mm 

 3.2.a.8 Balón 2.0 x 30mm/Balloon 2.0 x 30mm 

 3.2.a.9 Balón 2.25 x 6mm/ Balloon 2.25 x 6mm 

 3.2.a.10 Balón 2.25 x 8mm/ Balloon 2.25 x 8mm 

 3.2.a.11 Balón 2.25 x 10mm/ Balloon 2.25 x 10mm 

 3.2.a.12 Balón 2.25 x 12mm/Balloon 2.25 x 12mm 

 3.2.a.13 Balón 2.25 x 15mm/Balloon 2.25 x 15mm 

 3.2.a.14 Balón 2.25 x 20mm/Balloon 2.25 x 20mm 

3.2.a.15 Balón 2.25 x 25mm/Balloon 2.25 x 25mm 

3.2.a.16 Balón 2.25 x 30mm/Balloon 2.25 x 30mm 

3.2.a.17 Balón 2.5 x 6mm/ Balloon 2.5 x 6mm 

3.2.a.18 Balón 2.5 x 8mm/ Balloon 2.5 x 8mm 

3.2.a.19 Balón 2.5 x 10mm/ Balloon 2.5 x 10mm 

3.2.a.20 Balón 2.5 x 12mm/ Balloon 2.5 x 12mm 

3.2.a.21 Balón 2.5 x 15mm/ Balloon 2.5 x 15mm 

3.2.a.22 Balón 2.5 x 20mm/ Balloon 2.5 x 20mm 

3.2.a.23 Balón 2.5 x 25mm/ Balloon 2.5 x 25mm 

3.2.a.24 Balón 2.5 x 30mm/ Balloon 2.5 x 30mm 

3.2.a.25 Balón 2.75 x 6mm/ Balloon 2.75 x 6mm 

3.2.a.26 Balón 2.75 x 8mm/ Balloon 2.75 x 8mm 

3.2.a.27 Balón 2.75 x 10mm/ Balloon 2.75 x 10mm 

3.2.a.28 Balón 2.75 x 12mm/ Balloon 2.75 x 12mm 

3.2.a.29 Balón 2.75 x 15mm/ Balloon 2.75 x 15mm 

3.2.a.30 Balón 2.75 x 20mm/ Balloon 2.75 x 20mm 

3.2.a.31 Balón 2.75 x 25mm/ Balloon 2.75 x 25mm 

3.2.a.32 Balón 2.75 x 30mm/ Balloon 2.75 x 30mm 

3.2.a.33 Balón 3.0 x 6mm/ Balloon 3.0 x 6mm 

3.2.a.34 Balón 3.0 x 8mm/ Balloon 3.0 x 8mm 
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3.2.a.35 Balón 3.0 x 10mm/ Balloon 3.0 x 10mm 

3.2.a.36 Balón 3.0 x 12mm/ Balloon 3.0 x 12mm 

3.2.a.37 Balón 3.0 x 15mm/ Balloon 3.0 x 15mm 

3.2.a.38 Balón 3.0 x 20mm/ Balloon 3.0 x 20mm 

3.2.a.39 Balón 3.0 x 25mm/ Balloon 3.0 x 25mm 

3.2.a.40 Balón 3.0 x 30mm/ Balloon 3.0 x 30mm 

3.2.a.41 Balón 3.25 x 6mm/ Balloon 3.25 x 6mm 

3.2.a.42 Balón 3.25 x 8mm/ Balloon 3.25 x 8mm 

3.2.a.43 Balón 3.25 x 10mm/ Balloon 3.25 x 10mm 

3.2.a.44 Balón 3.25 x 12mm/ Balloon 3.25 x 12mm 

3.2.a.45 Balón 3.25 x 15mm/ Balloon 3.25 x 15mm 

3.2.a.46 Balón 3.25 x 20mm/ Balloon 3.25 x 20mm 

3.2.a.47 Balón 3.25x 25mm/ Balloon 3.25 x 25mm 

3.2.a.48 Balón 3.25 x 30mm / Balloon 3.25 x 30mm 

3.2.a.49 Balón 3.5 x 6mm/ Balloon 3.5 x 6mm 

3.2.a.50 Balón 3.5 x 8mm/ Balloon 3.5 x 8mm 

3.2.a.51 Balón 3.5 x 10mm/ Balloon 3.5 x 10mm 

3.2.a.52 Balón 3.5 x 12mm/ Balloon 3.5 x 12mm 

3.2.a.53 Balón 3.5 x 15mm/ Balloon 3.5 x 15mm 

3.2.a.54 Balón 3.5 x 20mm/ Balloon 3.5 x 20mm 

3.2.a.55 Balón 3.5 x 25mm/ Balloon 3.5 x 25mm 

3.2.a.56 Balón 3.5 x 30mm/ Balloon 3.5 x 30mm 

3.2.a.57 Balón 3.75 x 6mm/ Balloon 3.75 x 6mm 

3.2.a.58 Balón 3.75 x 8mm/ Balloon 3.75 x 8mm 

3.2.a.59 Balón 3.75 x 10mm/ Balloon 3.75 x 10mm 

3.2.a.60 Balón 3.75 x 12mm/ Balloon 3.75 x 12mm 

3.2.a.61 Balón 3.75 x 15mm/ Balloon 3.75 x 15mm 

3.2.a.62 Balón 3.75 x 20mm/ Balloon 3.75 x 20mm 
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3.2.a.63 Balón 3.75 x 25mm/ Balloon 3.75 x 25mm 

3.2.a.64 Balón 3.75 x 30mm/ Balloon 3.75 x 30mm 

3.2.a.65 Balón 4.0 x 6mm/ Balloon 4.0 x 6mm 

3.2.a.66 Balón 4.0 x 8mm/ Balloon 4.0 x 8mm 

3.2.a.67 Balón 4.0 x 10mm/ Balloon 4.0 x 10mm 

3.2.a.68 Balón 4.0 x 12mm/ Balloon 4.0 x 12mm 

3.2.a.69 Balón 4.0 x 15mm/ Balloon 4.0 x 15mm 

3.2.a.70 Balón 4.0 x 20mm/ Balloon 4.0 x 20mm 

3.2.a.71 Balón 4.0 x 25mm/ Balloon 4.0 x 25mm 

3.2.a.72 Balón 4.0 x 30mm/ Balloon 4.0 x 30mm 

3.2.a.73 Balón 4.5 x 6mm/ Balloon 4.5 x 6mm 

3.2.a.74 Balón 4.5 x 8mm/ Balloon 4.5 x 8mm 

3.2.a.75 Balón 4.5 x 10mm/ Balloon 4.5 x 10mm 

3.2.a.76 Balón 4.5 x 12mm/ Balloon 4.5 x 12mm 

3.2.a.77 Balón 4.5 x 15mm/ Balloon 4.5 x 15mm 

3.2.a.78 Balón 4.5 x 20mm/ Balloon 4.5 x 20mm 

3.2.a.79 Balón 5 x 6mm/ Balloon 5 x 6mm 

3.2.a.80 Balón 5 x 8mm/ Balloon 5 x 8mm 

3.2.a.81 Balón 5 x 10mm/ Balloon 5 x 10mm 

3.2.a.82 Balón 5 x 12mm/ Balloon 5 x 12mm 

3.2.a.83 Balón 5.0 x 15mm/ Balloon 5.0 x 15mm 

3.2.a.84 Balón 5.0 x 20mm/ Balloon 5.0 x 20mm 
 

3.3. Catéter balón de dilatación coronario, balón semidistensible,  con marcas radiopacas metálicas,        

"iVascular xperience pro"/ "iVascular xperience pro Coronary balloon dilatation catheter, semi-

compliant balloon, with metallic radiopaque markers       

 

          Los siguientes productos se encuentran descritos en el certificado 2019 06 0892 ED/ 

          The followed products are described in the certificate 2019 06 0892 ED   
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4.2.a.46   Balón 3.5 x 40mm/ Balloon 3.5 x 40mm 

4.2.a.47   Balón 3.75 x 10mm/ Balloon 3.75 x 10mm 

4.2.a.48   Balón 3.75 x 15mm/ Balloon 3.75 x 15mm 

4.2.a.49   Balón 3.75 x 20mm/ Balloon 3.75 x 20mm 

4.2.a.50.   Balón 3.75 x 25mm/ Balloon 3.75 x 25mm 

4.2.a.51   Balón 3.75 x 30mm/ Balloon 3.75 x 30mm 

4.2.a.52   Balón 3.75 x 40mm/ Balloon 3.75 x 40mm 

4.2.a.53   Balón 4.0 .x 10mm/ Balloon 4.0 x 10mm 

4.2.a.54   Balón 4.0 x 15mm/  Balloon 4.0 x 15mm 

4.2.a.55   Balón 4.0 x 20mm/  Balloon 4.0 x 20mm 

4.2.a.56   Balón 4.0 x 25mm/  Balloon 4.0 x 25mm 

4.2.a.57   Balón 4.0 x 30mm/  Balloon 4.0 x 30mm 

4.2.a.58   Balón 4.0 x 40mm/  Balloon 4.0 x 40mm 

4.2.a.59   Balón 4.5 x 10mm/  Balloon 4.5 x 10mm 

4.2.a.60   Balón 4.5 x 15mm/  Balloon 4.5 x 15mm 

4.2.a.61   Balón 4.5 x 20mm/  Balloon 4.5 x 20mm 

4.2.a.62   Balón 4.5 x 25mm/  Balloon 4.5 x 25mm 

4.2.a.63   Balón 4.5 x 30mm/  Balloon 4.5 x 30mm 

4.2.a.64   Balón 4.5 x 40mm/  Balloon 4.5 x 40mm 
 

 

5.    Catéter extractor de trombos/ Thrombus extraction catheter    
       
       Código NANDO: MD 106 y MDS 7006 

   

  5.1. Catéter extractor de trombos para guía de 0.014” "iVascular capturer"/ "iVascular capturer" 

Thrombus extraction catheter, for 0.014”guidewire 
          

        Los siguientes componentes se encuentran descritos en el certificado 2013 06 0799 ED 

        /The followed components are described in the certificate 2013 06 0799 ED 
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     5.1.a. Longitud de catéter 140cm/ Catheter length 140cm 

                       5.1.a.1. Compatible con catéter guía de 6F/ 6F guide catheter compatible 

                       5.1.a.2. Compatible con catéter guía de 7F/ 7F guide catheter compatible 
   

       Accesorios del producto/Product accessories: 

 - Una llave de una vía/ One stopcock 

 - Una alargadera/ One extension line 

 - Dos cestos filtrantes/ Two filter baskets 

            - Dos jeringas de vacío de 30cc con émbolo de bloqueo/Two 30cc vacuum syringes with locking 

plunger 

 

   5.2  Catéter extractor de trombos 10F para guía de 0.035 “iVascular nautilus”/”iVascular nautilus 

Thrombus extraction catheter 10F, 0.035” guidewire 

             Los siguientes componentes se encuentran descritos en el certificado 2018 02 0870  ED 

            /The followed components are described in the certificate 2018 02 0870 ED  
 

       Accesorios del producto/Product accessories: 

         - Jeringa 60cc/One 60cc syringe 

         - Alargadera con regulador de flujo/One extension line with flow regulator 

         - Llave de tres vías/ Three Way Key 

 

6. Microcatéter/ Microcatheter 

 

    Los siguientes productos se encuentran descritos en el certificado ED 2018 11 0877 ED/ 

    The followed products are described in the certificate ED 2018 11 0877  

 

    6.1 Microcatéter coronario, “iVascular navitian”/ “iVascular navitian” Coronary microcatheter  

           6.1.a Compatible con guía de alambre 0.014” y longitud útil 135cm/ 0.014” guidewire 

compatible, useful length 135cm 
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           6.1.b Compatible con guía de alambre 0.014” y longitud útil 150cm/ 0.014” guidewire 

compatible, useful length 150 cm 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. 

This certificate covers all trademarks of these products included by the manufacturer in his declaration of 

conformity. 
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OIDRAC



140 cm

17.5 cm

15
mm
MRO

2x

30cc

2x1x 1x

1x



NC xperience
Coronary balloon dilatation catheter

www.ivascular.global

OIDRAC

Hydrophilic 
durable coating

The best tip profile 
on the market

Outstanding
trackability

RBP up to 20 atm
Perfect for post-dilatation

Ultra-low
crossing profile

to cross through stent struts 
and calcified lesions 

excellent pushability 
and flexibility



Distributed by:

Manufactured by:

Life Vascular Devices Biotech S.L
www.ivascular.global
info@ivascular.global
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NC xperience

Tip profile: 0.016”
Balloon crossing profile: from 0.029” up to 0.037”
2 metallic platinum iridium radiopaque markers
Compliance: 7% max
Deflation rate: 3s average

Rapid Exchange catheter (RX)
Compatible with 0.014” guidewire
Compatible with 5F guiding catheter
Nominal pressure: 12 atm | ABP: 25 atm
RBP: 20 atm (Ø<4.50mm) 18 atm (Ø≥4.50mm)  

features

Indications:
All types of dilatation even the most calcified 
lesions requiring high pressure inflations to 

improve myocardial perfusion

Stent post dilatation to enhance stent artery 

wall apposition and improve angiographic 

results

Balloon length (mm)

Usable catheter length: 142 cmBalloon
diameter

(mm) 6
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Product with CE mark, certified by Notified Body 0318

Kissing balloon technique 6F 
compatible

The low transition profile between the hypotube and the 
distal shaft allows 6F kissing balloon technique

The availability of each reference for the sale is linked to the authorization of commercialization in the country of destination
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