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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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Fecha de la firma: 30/07/2020

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 44 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  30 de julio de 2020
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

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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3.2.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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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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       3.3.a   Longitud de catéter 142cm/ Catheter length 142cm 

3.3.a.1 Balón 1.25 x 10mm con una marca radiopaca centrando el balón/ Balloon 1.25 x 

10mm with a radiopaque marker centering the balloon 

3.3.a.2 Balón 1.25 x 15mm con una marca radiopaca centrando el balón/ Balloon 1.25 x 

15mm with a radiopaque marker centering the balloon 

3.3.a.3 Balón 1.5 x 10mm con una marca radiopaca centrando el balón/ Balloon 

1.55x10mm with a radiopaque marker centering the balloon 

3.3.a.4 Balón 1.5 x 15mm con una marca radiopaca centrando el balón/ Balloon  

1. 5 x 15mm with a radiopaque marker centering the balloon 

3.3.a.5 Balón 1.25 x 10mm/ Balloon 1.25 x 10mm 

3.3.a.6 Balón 1.25 x 15mm/ Balloon 1.25 x 15mm 

3.3.a.7 Balón 1.25 x 20mm/ Balloon 1.25 x 20mm 

3.3.a.8 Balón 1.5 x 10mm/ Balloon 1.5 x 10mm 

3.3.a.9 Balón 1.5 x 15mm/ Balloon 1.5 x 15mm 

3.3.a.10 Balón 1.5 x 20mm/ Balloon 1.5 x 20mm 

3.3.a.11 Balón 1.5 x 30mm/ Balloon 1.5 x 30mm 

3.3.a.12 Balón 2.0 x 10mm/ Balloon 2.0 x 10mm 

3.3.a.13 Balón 2.0 x 15mm/ Balloon 2.0 x 15mm 

3.3.a.14 Balón 2.0 x 20mm/ Balloon 2.0 x 20mm 

3.3.a.15 Balón 2.0 x 25mm/ Balloon 2.0 x 25mm 

3.3.a.16 Balón 2.0 x 30mm/ Balloon 2.0 x 30mm 

3.3.a.17 Balón 2.0 x 40mm/ Balloon 2.0 x 40mm 

3.3.a.18 Balón 2.25 x 10mm/ Balloon 2.25 x 10mm 

3.3.a.19 Balón 2.25 x 15mm/ Balloon 2.25 x 15mm 

3.3.a.20 Balón 2.25 x 20mm/ Balloon 2.25 x 20mm 

3.3.a.21 Balón 2.25 x 25mm/ Balloon 2.25 x 25mm 

3.3.a.22 Balón 2.25 x 30mm/ Balloon 2.25 x 30mm 
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3.3.a.23 Balón 2.25 x 40mm/ Balloon 2.25 x 40mm 

3.3.a.24 Balón 2.5 x 10mm/ Balloon 2.5 x 10mm 

3.3.a.25 Balón 2.5 x 15mm/ Balloon 2.5 x 15mm 

3.3.a.26 Balón 2.5 x 20mm/ Balloon 2.5 x 20mm 

3.3.a.27 Balón 2.5 x 25mm/ Balloon 2.5 x 25mm 

3.3.a.28 Balón 2.5 x 30mm/ Balloon 2.5 x 30mm 

3.3.a.29 Balón 2.5 x 40mm/ Balloon 2.5  x 40mm 

3.3.a.30 Balón 2.75 x 10mm/ Balloon 2.75 x 10mm 

3.3.a.31 Balón 2.75 x 15mm/ Balloon 2.75 x 15mm 

3.3.a.32 Balón 2.75 x 20mm/ Balloon 2.75 x 20mm 

3.3.a.33 Balón 2.75 x 25mm/ Balloon 2.75 x 25mm 

3.3.a.34 Balón 2.75 x 30mm/ Balloon 2.75 x 30mm 

3.3.a.35 Balón 2.75 x 40mm/ Balloon 2.75  x40mm 

3.3.a.36 Balón 3.0 x 10mm/ Balloon 3.0 x 10mm 

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

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

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

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

3.3.a.41 Balón 3.0 x 40mm/ Balloon 3.0 x 40mm 

3.3.a.42 Balón 3.25 x 10mm / Balloon 3.25 x 10mm 

3.3.a.43 Balón 3.25 x 15mm/ Balloon 3.25 x 15mm 

3.3.a.44 Balón 3.25 x 20mm/ Balloon 3.25 x 20mm 

3.3.a.45 Balón 3.25 x 25mm/ Balloon 3.25 x 25mm 

3.3.a.46 Balón 3.25 x 30mm / Balloon 3.25 x 30mm 

3.3.a.47 Balón 3.25 x 40mm/ Balloon 3.25 x 40mm 

3.3.a.48 Balón 3.5 x 10mm/ Balloon 3.5 x 10mm 

3.3.a.49 Balón 3.5 x 15mm/ Balloon 3.5 x 15mm 

3.3.a.50 Balón 3.5 x 20mm/ Balloon 3.5 x 20mm 
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3.3.a.51 Balón 3.5 x 25mm/ Balloon 3.5 x 25mm 

3.3.a.52 Balón 3.5 x 30mm/ Balloon 3.5 x 30mm 

3.3.a.53 Balón 3.5 x 40mm/ Balloon 3.5 x 40mm 

3.3.a.54 Balón 3.75 x 10mm/ Balloon 3.75 x10mm 

3.3.a.55 Balón 3.75 x 15mm/ Balloon 3.75 x 15mm 

3.3.a.56 Balón 3.75 x 20mm/ Balloon 3.75 x 20mm 

3.3.a.57 Balón 3.75 x 25mm/ Balloon 3.75 x 25mm 

3.3.a.58 Balón 3.75 x 30mm/ Balloon 3.75 x 30mm 

3.3.a.59 Balón 3.75 x 40mm/ Balloon 3.75 x 40mm 

3.3.a.60 Balón 4.0 x 10mm/ Balloon 4.0 x 10mm 

3.3.a.61 Balón 4.0 x 15mm/ Balloon 4.0 x 15mm 

3.3.a.62 Balón 4.0 x 20mm/ Balloon 4.0 x 20mm 

3.3.a.63 Balón 4.0 x 25mm/ Balloon 4.0 x 25mm 

3.3.a.64 Balón 4.0 x 30mm/ Balloon 4.0 x 30mm 

3.3.a.65 Balón 4.0 x 40mm/ Balloon 4.0 x 40mm 

3.3.a.66 Balón 4.25 x 10mm/ Balloon 4.25 x 10mm 

3.3.a.67 Balón 4.25 x15mm/ Balloon 4.25 x 15mm 

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

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

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

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

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

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

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

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

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

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

3.3.a.78 Balón 5.0 x 10mm / Balloon 5.0 x 10mm 
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3.3.a.79 Balón 5.0 x 15mm/ Balloon 5.0 x 15mm 

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

    3.4 Catéter balón de dilatación coronario scoring, “iVascular naviscore”/ “iVascular naviscore” 

coronary scoring balloon dilatation Catheter 

              

            Los siguientes productos se encuentran descritos en el certificado CE de diseño 2020 04 0910 

ED / The followed  products are described in the EC Design Examination Certificate 2020 04 0910 

ED 
 

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

                      3.4.a.1  Balón de 1.5 x 6mm/ Balloon 1.5 x 6mm 

                  3.4.a.2  Balón de 1.5 x 8mm/ Balloon 1.5 x 8mm 

                   3.4.a.3  Balón de 1.5 x 10mm/ Balloon 1.5 x 10mm 

                      3.4.a.4  Balón de 1.5 x 12mm/ Balloon 1.5 x 12mm 

                    3.4.a.5  Balón de 1.5 x 15mm/ Balloon 1.5 x 15mm 

                    3.4.a.6  Balón de 2.0 x 6mm/ Balloon 2.0 x 6mm 

                    3.4.a.7  Balón de 2.0 x 8mm/ Balloon 2.0 x 8mm 

                    3.4.a.8  Balón de 2.0 x 10mm/ Balloon 2.0 x10mm 

                    3.4.a.9   Balón de 2.0 x 12mm/ Balloon 2.0 x12mm 

                    3.4.a.10  Balón de 2.0 x 15/ Balloon 2.0 x15mm 

                      3.4.a.11  Balón de 2.5 x 6mm/ Balloon 2.5 x 6mm 

                      3.4.a.12  Balón de 2.5 x 8mm/ Balloon 2.5 x 8mm 

                      3.4.a.13  Balón de 2.5 x 10mm/ Balloon 2.5 x10mm 

                      3.4.a.14  Balón de 2.5 x 12mm/ Balloon 2.5 x12mm 

                      3.4.a.15  Balón de 2.5 x 15mm/ Balloon 2.5 x15mm 

                      3.4.a.16  Balón de 3.0 x 6mm/ Balloon 3.0 x 6mm 

                      3.4.a.17  Balón de 3.0 x 8mm/ Balloon 3.0 x 8mm 

                    3.4.a.18  Balón de 3.0 x 10mm/ Balloon 3.0 x 10mm 
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xperience pro
Coronary balloon dilatation catheter

www.ivascular.global

OIDRAC

The balloon that crosses all lesions



balloon technology
The lastest 

xperience pro - Coronary balloon dilatation catheter

The lowest
crossing profile

0.024”

The fastest deflation time 
even for big balloons due to 
its optimized shaft design

<3 seconds**

Outstanding visibility

Metallic radiopaque markers 
with optimized crimping 
technology 

*

* Balloon: 3x20mm
** Average time



xperience pro - Coronary balloon dilatation catheter

xperience pro ensures the capacity to 
reach the most distal and complex lesions

1

3

4

Crossing all lesions due 
to a very low tip entry profile

0.016”

2

For small balloons 
≤ 3mm 2.6F
For big balloons 
≥3.25mm 2.7F

Optimal trackability due to our 
durable hydrophilic coating

Deliverability ensured by a new design with 
2 distal shafts

Proprietary formula

The highest pushability***

Innovative material combination 
created with our proprietary 

technology makes the difference

Pushability (mN)

0 500 1,000 1,500 2,000

xperience pro

Emerge

Sprinter Legend

Sapphire II

+139%

*** “Data on file en iVascular SLU”



Distributed by:
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Semi-compliant: 10-15%
2 Pt/Ir metallic radiopaque markers

Rapid Exchange catheter (RX)
Compatible with 5F guiding catheter
NP: 6 atm | RBP: 16 atm

features
xperience pro

Product with CE mark, certified by Notified Body 0318

Balloon length (mm)

Usable catheter length: 142 cmBalloon
diameter

(mm) 10 3015 2520 40

BC PR14N 150 125 010

BC PR14N 150 125 110

BC PR14N 150 150 010

BC PR14N 150 150 110

BC PR14N 150 200 010

BC PR14N 150 225 010

BC PR14N 150 250 010

BC PR14N 150 275 010
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The availability of each reference for the sale is linked to the authorization of commercialization in the country of destination
* Reference with one radiopaque marker centered in the balloon

Manufactured by:

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