
de pared ultradelgada con 
construcción           TM

ePTFE (PTFE EXPANDIDO)
PRÓTESIS VASCULARES

Aplicación 
quirúrgica

 

Resistencia 
superior al 
aplastamiento

Soporte 
central

injerto de pared estándar

con soporte PTFE sólido

con soporte PTFE sólido

con soporte central

Acceso Vascular

Periférico

Flujo 

hemodinámico

Recto

Sin soporte

Soporte

Sin soporte

Soporte

Cónico



Soporte 
central de 

PTFE

Soporte de 
extremo 
de PTFE

Pared ultradelgada (0,41 mm) 
ePTFE sellado con gelatina

Pared estándar (0,59 mm)
ePTFE sellado con gelatina

Pared estándar (0,59 mm)Pared estándar (0,59 mm)

Sin 
soporte

Sin 
soporte

Construcción 
de soporte 

unityTM

Construcción 
de soporte 

unityTM

Soporte 
total de 

PTFE

Soporte 
total de 

PTFE

Soporte central 
cónico corto

Cono corto

Código de
producto

S1005S
S1006S
S1007S
S1008S
S1010S

S2005S
S2006S
S2007S
S2008S
S2010S

S3005S
S3006S
S3007S
S3008S
S3010S

S4005S
S4006S
S4007S
S4008S
S4010S

S5005S
S5006S
S5007S
S5008S
S5010S

S6005S
S6006S
S6007S
S6008S
S6010S

S7005S
S7006S
S7007S
S7008S
S7010S

S8005S
S8006S
S8007S
S8008S
S8010S

Código de
producto

S1005ES
S1006ES
S1007ES
S1008ES
S1010ES

S2005ES
S2006ES
S2007ES
S2008ES
S2010ES

S3005ES
S3006ES
S3007ES
S3008ES
S3010ES

S4005ES
S4006ES
S4007ES
S4008ES
S4010ES

S5005ES
S5006ES
S5007ES
S5008ES
S5010ES

S6005ES
S6006ES
S6007ES
S6008ES
S6010ES

S7005ES
S7006ES
S7007ES
S7008ES
S7010ES

S8005ES
S8006ES
S8007ES
S8008ES
S8010ES

Código de
producto

S1005PS
S1006PS
S1007PS
S1008PS
S1010PS

S2005PS
S2006PS
S2007PS
S2008PS
S2010PS

S3005PS
S3006PS
S3007PS
S3008PS
S3010PS

S4005PS
S4006PS
S4007PS
S4008PS
S4010PS

S5005PS
S5006PS
S5007PS
S5008PS
S5010PS

S6005PS
S6006PS
S6007PS
S6008PS
S6010PS

S7005PS
S7006PS
S7007PS
S7008PS
S7010PS

S8005PS
S8006PS
S8007PS
S8008PS
S8010PS

Soporte central 
cónico

escalonado

ePTFE cónico sellado con gelatina
Arterial (0,61 mm)*
Venoso (0,38 mm)*

Cónico 
escalonado

Longitud

10 cm

20 cm

30 cm

40 cm

50 cm

60 cm

70 cm

80 cm

Diámetro 
interno

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

Código de
producto

T1005S
T1006S
T1007S
T1008S
T1010S

T2005S
T2006S
T2007S
T2008S
T2010S

T3005S
T3006S
T3007S
T3008S
T3010S

T4005S
T4006S
T4007S
T4008S
T4010S

T5005S
T5006S
T5007S
T5008S
T5010S

T6005S
T6006S
T6007S
T6008S
T6010S

T7005S
T7006S
T7007S
T7008S
T7010S

T8005S
T8006S
T8007S
T8008S
T8010S

Código de
producto 

T1005ES
T1006ES
T1007ES
T1008ES
T1010ES

T2005ES
T2006ES
T2007ES
T2008ES
T2010ES

T3005ES
T3006ES
T3007ES
T3008ES
T3010ES

T4005ES
T4006ES
T4007ES
T4008ES
T4010ES

T5005ES
T5006ES
T5007ES
T5008ES
T5010ES

T6005ES
T6006ES
T6007ES
T6008ES
T6010ES

T7005ES
T7006ES
T7007ES
T7008ES
T7010ES

T8005ES
T8006ES
T8007ES
T8008ES
T8010ES

Código de
producto

T1005PS
T1006PS
T1007PS
T1008PS
T1010PS

T2005PS
T2006PS
T2007PS
T2008PS
T2010PS

T3005PS
T3006PS
T3007PS
T3008PS
T3010PS

T4005PS
T4006PS
T4007PS
T4008PS
T4010PS

T5005PS
T5006PS
T5007PS
T5008PS
T5010PS

T6005PS
T6006PS
T6007PS
T6008PS
T6010PS

T7005PS
T7006PS
T7007PS
T7008PS
T7010PS

T8005PS
T8006PS
T8007PS
T8008PS
T8010PS

* Datos obtenidos de producto de 4-7 mm

Código de
producto

S4006CPS
S4007CPS
S4008CPS

S5006CPS
S5007CPS
S5008CPS

Longitud

40 cm

50 cm

Diámetro 
interno

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

Código de
producto

S5006EPS

Longitud

50 cm

Diámetro 
interno

6 mm Código de
producto

  W40T0406CRS
W40T0407CRS
W45T0407CRS

Longitud

40 cm
40 cm
45 cm

Diámetro 
interno

4 - 6 mm
4 - 7 mm
4 - 7 mm

Código de
producto

  W30T0407S
W40T0406S
W40T0407S
W45T0406S
W45T0407S
W50T0407S

Longitud

30 cm
40 cm
40 cm
45 cm
45 cm
50 cm 

Diámetro 
interno

4 - 7 mm
4 - 6 mm
4 - 7 mm
4 - 6 mm
4 - 7 mm
4 - 7 mm

Código de
producto

W40ST0407CRS
W45ST0407CRS
W45ST0508CRS
W50ST0407CRS

Longitud

40 cm
45 cm
45 cm
50 cm

Diámetro 
interno

4 - 7 mm
4 - 7 mm
5 - 8 mm
4 - 7 mm

Código de
producto

 W20ST0406S
W20ST0407S

W25ST0406S
W25ST0407S

W30ST0406S
W30ST0407S

W35ST0406S
W35ST0407S
W35ST0508S

W40ST0406S
W40ST0407S
W40ST0508S

W45ST0406S
W45ST0407S
W45ST0508S

W50ST0406S
W50ST0407S
W50ST0508S

Longitud

 20 cm
20 cm

25 cm
25 cm

30 cm
30 cm

35 cm
35 cm
35 cm

40 cm
40 cm
40 cm

45 cm
45 cm
45 cm

50 cm
50 cm
50 cm

Diámetro 
interno

 4 - 6 mm 
4 - 7 mm

4 - 6 mm
4 - 7 mm

4 - 6 mm
4 - 7 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm



El único ePTFE 
recubierto de 
gelatina del mundo

AHORRE TIEMPO
Reduzca al mínimo el tiempo de espera
entre operaciones                                             
- Reducción de la hemorragia de línea
 de sutura1,2

Potencial para reducir al mínimo el trauma
del tejido
- Permite una tunelización más atraumática
Posicionamiento más fácil del injerto                      
- Gracias a la menor fricción que aporta
 la gelatina
Reducción del tiempo de operación
por paciente                                                                    
- 3,4 minutos de media hasta la    
 hemostasia2

AHORRE DINERO
No se precisan suturas especiales                   
- La gelatina sella los agujeros de sutura  
 cuando se utiliza sutura monofilamentosa1

REDUZCA LAS 
COMPLICACIONES
Potencial de reducción del seroma alrededor
del injerto                                                                   
- El gel actúa como una protección contra
 la exudación’2

Opción de enlace de antibiótico3



Soporte 
central de 

PTFE

Soporte de 
extremo 
de PTFE

Pared ultradelgada (0,35 mm) 
ePTFE no sellado

Pared estándar (0,47 mm)
ePTFE no sellado

Pared estándar (0,47 mm)Pared estándar (0,47 mm)

Sin 
soporte

Sin 
soporte

Construcción 
de soporte 

unityTM

Construcción 
de soporte 

unityTM

Soporte 
total de 

PTFE

Soporte 
total de 

PTFE

Soporte central 
cónico corto

Cono corto

Código de
producto

S1005
S1006
S1007
S1008
S1010

S2005
S2006
S2007
S2008
S2010

S3005
S3006
S3007
S3008
S3010

S4005
S4006
S4007
S4008
S4010

S5005
S5006
S5007
S5008
S5010

S6005
S6006
S6007
S6008
S6010

S7005
S7006
S7007
S7008
S7010

S8005
S8006
S8007
S8008
S8010

Código de
producto

S1005E
S1006E
S1007E
S1008E
S1010E

S2005E
S2006E
S2007E
S2008E
S2010E

S3005E
S3006E
S3007E
S3008E
S3010E

S4005E
S4006E
S4007E
S4008E
S4010E

S5005E
S5006E
S5007E
S5008E
S5010E

S6005E
S6006E
S6007E
S6008E
S6010E

S7005E
S7006E
S7007E
S7008E
S7010E

S8005E
S8006E
S8007E
S8008E
S8010E

Código de
producto

S1005P
S1006P
S1007P
S1008P
S1010P

S2005P
S2006P
S2007P
S2008P
S2010P

S3005P
S3006P
S3007P
S3008P
S3010P

S4005P
S4006P
S4007P
S4008P
S4010P

S5005P
S5006P
S5007P
S5008P
S5010P

S6005P
S6006P
S6007P
S6008P
S6010P

S7005P
S7006P
S7007P
S7008P
S7010P

S8005P
S8006P
S8007P
S8008P
S8010P

Soporte central 
cónico

escalonado

ePTFE cónico no sellado Arterial
(0,59 mm)*

Venoso (0,36 mm)*

Cónico 
escalonado

Longitud

10 cm

20 cm

30 cm

40 cm

50 cm

60 cm

70 cm

80 cm

Diámetro 
interno

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

5 mm
6 mm
7 mm
8 mm

10 mm

Código de
producto

T1005 
T1006 
T1007 
T1008 
T1010 

T2005 
T2006 
T2007 
T2008 
T2010 

T3005 
T3006 
T3007 
T3008 
T3010 

T4005 
T4006 
T4007 
T4008 
T4010 

T5005 
T5006 
T5007 
T5008 
T5010 

T6005 
T6006 
T6007 
T6008 
T6010 

T7005 
T7006 
T7007 
T7008 
T7010 

T8005 
T8006 
T8007 
T8008 
T8010 

Código de
producto 

T1005E
T1006E
T1007E
T1008E
T1010E

T2005E
T2006E
T2007E
T2008E
T2010E

T3005E
T3006E
T3007E
T3008E
T3010E

T4005E
T4006E
T4007E
T4008E
T4010E

T5005E
T5006E
T5007E
T5008E
T5010E

T6005E
T6006E
T6007E
T6008E
T6010E

T7005E
T7006E
T7007E
T7008E
T7010E

T8005E
T8006E
T8007E
T8008E
T8010E

Código de
producto

T1005P
T1006P
T1007P
T1008P
T1010P

T2005P
T2006P
T2007P
T2008P
T2010P

T3005P
T3006P
T3007P
T3008P
T3010P

T4005P
T4006P
T4007P
T4008P
T4010P

T5005P
T5006P
T5007P
T5008P
T5010P

T6005P
T6006P
T6007P
T6008P
T6010P

T7005P
T7006P
T7007P
T7008P
T7010P

T8005P
T8006P
T8007P
T8008P
T8010P

* Datos obtenidos de producto de 4-7 mm

Código de
producto

S4006CP
S4007CP
S4008CP

S5006CP
S5007CP
S5008CP

Longitud

40 cm

50 cm

Diámetro 
interno

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

Longitud

50 cm

Diámetro 
interno

6 mm Código de
producto

  W40T0406CR
W40T0407CR
W45T0407CR

Longitud

40 cm
40 cm
45 cm 

Diámetro 
interno

4 - 6 mm
4 - 7 mm
4 - 7 mm

Código de
producto

  W30T0407
W40T0406
W40T0407
W45T0406
W45T0407
W50T0407

Longitud

30 cm
40 cm
40 cm
45 cm
45 cm
50 cm 

Diámetro 
interno

4 - 7 mm
4 - 6 mm
4 - 7 mm
4 - 6 mm
4 - 7 mm
4 - 7 mm

Código de
producto

W40ST0407CR
W45ST0407CR
W45ST0508CR
W50ST0407CR

Longitud

40 cm
45 cm
45 cm
50 cm

Diámetro 
interno

4 - 7 mm
4 - 7 mm
5 - 8 mm
4 - 7 mm

Código de
producto

 W20ST0406
W20ST0407

W25ST0406
W25ST0407

W30ST0406
W30ST0407

W35ST0406
W35ST0407
W35ST0508

W40ST0406
W40ST0407
W40ST0508

W45ST0406
W45ST0407
W45ST0508

W50ST0406
W50ST0407
W50ST0508

Longitud

 20 cm
20 cm

25 cm
25 cm

30 cm
30 cm

35 cm
35 cm
35 cm

40 cm
40 cm
40 cm

45 cm
45 cm
45 cm

50 cm
50 cm
50 cm

Diámetro 
interno

 4 - 6 mm
4 - 7 mm

4 - 6 mm
4 - 7 mm

4 - 6 mm
4 - 7 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

4 - 6 mm
4 - 7 mm
5 - 8 mm

Código de
productot

S5006EP



 La solución 
rentable para todas 
sus necesidades de 
ePTFE

MAXIFLOTM Ultrathin
ePTFE de paredes ultradelgadas con 
características de manejo excelentes2

Flexibilidad mejorada que ofrece 
conformabilidad con los vasos2

MAXIFLOTM Wrap
 ePTFE de pared estándar con mayor 
retención de sutura1

Gama cónica  MAXIFLOTM

Diseño cónico creado específi camente 
para el acceso vascular
Diseño cónicos cortos y cónicos 
escalonados con y sin soporte de 
polipropileno central

MAXIFLOTM con 
construcción UnityTM

 El soporte PTFE expandido exclusivo se 
puede retener en la anastomosis, creando 
un “sistema de protección anastomótica”1

 



Prótesis vasculares ePTFE 
con Campana distal

Longitud

40 cm

 

50 cm

 

60 cm
 

70 cm
 

80 cm

Diámetro 
interno

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

6 mm
7 mm
8 mm

Código de
producto

H4006
H4007
H4008

H5006
H5007
H5008

H6006
H6007
H6008

H7006
H7007
H7008

H8006
H8007
H8008

Código de
producto

H4006P
H4007P
H4008P

H5006P
H5007P
H5008P

H6006P
H6007P
H6008P

H7006P
H7007P
H7008P

H8006P
H8007P
H8008P

Sin 
reforzar

Soporte total 
de PTFE 

reforzado

CAMPANA DISTAL TOTALMENTE 
PERSONALIZABLE

DISEÑO DE CAMPANA 
DE FLUJO DISTAL

TECNOLOGÍA DE DOBLE CAPA 
DE POROS ABIERTOS

DELGADO Y RESISTENTE

Grosor de pared 51% más de retención de sutura

Competencia
0,3

Competencia
5,19

COBRAHOODTM

0,3
COBRAHOODTM

7,85
0,4

0,3

0,2

0,1
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Datos obtenidos de COBRAHOODTM sin reforzar



Prótesis vasculares 
ePTFE con             
Campana distal

DELGADO Y RESISTENTE
El mismo grosor de pared que la 
competencia1

51% más de retención de sutura1

TECNOLOGÍA DE 
DOBLE CAPA DE                    
POROS ABIERTOS
La envuelta tiene la misma porosidad 
que el injerto base, por lo que permite la 
incorporación de tejido4

DISEÑO DE CAMPANA  
DE FLUJO DISTAL
Comparado con una prótesis ePTFE 
estándar de 6 mm, COBRAHOOD™ 
ofrece:
5,6 veces más superficie5

10 veces más volumen anastomótico5

CAMPANA DISTAL 
TOTALMENTE 
PERSONALIZABLE
El diseño de cubierta de pared delgada se 
puede cortar y conformar fácilmente



                                   TM
,                  

TM
,                        

TM
 y     COBRAHOODTM

 son marcas registradas de Vascutek.           
            

TM è un prodotto della

PARA MÁS INFORMACIÓN
(+44) 141 812 5555
ePTFE@vascutek.com
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1. Datos Clínicos del soporte 
post-marketing en archivo de 
Vascutek

2. Supporting Post-Market 
Clinical Data on file at Vascutek

3. BSI Ref EQ# 10020927
4. Moore WS & Malone JM:  

Vascular Repair. In Hunt 
TK & Dumphey JE (eds) 
Fundamentals of Wound 
Management New York 
Appleton-Century-Crofts 1979

5. Based on direct comparison 
between 6mm straight 
ePTFE prosthesis and 6mm 
Cobrahood™. Datos Clínicos 
del soporte post-marketing en 
archivo de Vascutek. 2007
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EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 00422
Issued To: Vascutek Limited

a Terumo Company
Newmains Avenue
Inchinnan
Renfrewshire
Scotland
PA4 9RR
United Kingdom

In respect of:

The design, development and manufacture of Sealed and Unsealed, Woven and Knitted
Polyester, PTFE, Stented Nitinol Vascular Prostheses and Single Use Vascular Instruments.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Albert Roossien, Regulatory Lead

First Issued: 1994-12-21 Date: 2019-02-05 Expiry Date: 2023-03-02

Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Gelita USA, Inc.
2445 Port Neal Industrial Road
Sergeant Bluff
Iowa
51054
USA

Animal Tissues / Derivatives

Sterigenics
Cotes Park Industrial Estate
Somercotes, Alfreton
Derbyshire, DE55 4NJ
United Kingdom

ETO Sterilization

Synergy Health Sterilisation UK Ltd
(Synergy Health – AST – Bradford)
Roysdale Way
Euroway Industrial Estate
Bradford
BD4 6SE
United Kingdom

Gamma Sterilization

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00422
Date: 2019-02-05
Issued To: Vascutek Limited

a Terumo Company
Newmains Avenue
Inchinnan
Renfrewshire
Scotland
PA4 9RR
United Kingdom

Subcontractor: Service(s) supplied

Page 1 of 2

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Synergy Health Sterilisation UK Ltd
Brunel Close
Drayton Fields Industrial Estate
Daventry
NN11 8RB
United Kingdom

Gamma Sterilization

Terumo Vietnam Co., Ltd.
Lot 44-B-C
Quang Minh Industrial Zone
Me Linh District, Hanoi City
Vietnam

Manufacture

Tyson Fresh Meat Inc.
1131 Dakota Avenue
Dakota City
Nebraska
68731
USA

Animal Tissues / Derivatives

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00422
Date: 2019-02-05
Issued To: Vascutek Limited

a Terumo Company
Newmains Avenue
Inchinnan
Renfrewshire
Scotland
PA4 9RR
United Kingdom

Subcontractor: Service(s) supplied

Page 2 of 2

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



 

EC Certificate - Full Quality Assurance System
 

Certificate History

Certificate No: CE 00422
Date: 2019-02-05
Issued To: Vascutek Limited

a Terumo Company
Newmains Avenue
Inchinnan
Renfrewshire
Scotland
PA4 9RR
United Kingdom

Page 1 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Date Reference
Number Action

21 December 1994 First Issue.

19 May 1995 Griffith Micro Science Limited added to the sub-contractor
list.

1 February 1996 Tissue Patches added to the scope.

13 September 1996 Isotron PLC (Bedford) added to the sub-contractor list.

21 September 1999 PTFE Vascular Protheses added to the scope and
certificate renewal.

12 January 2001 Stented Vascular Protheses added to the scope.

03 March 2003 Nitinol Vascular Prostheses added to the scope.
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Date Reference
Number Action

28 September 2005 Removal of Tissue Patches from the scope, and sterilizer
name change from Griffith Micro Science Ltd to IBA and
re-formatted company address adding Scotland.

21 September 2006 Heart Valve Conduits added to the scope. Kohler Medical
Ltd added as a sub-contract manufacturer and sterilizer.

29 June 2007 Acquisition of subcontractor Koehler Medical Ltd. Change
of name from Koehler Medical Ltd to Vascutek Limited, a
Terumo Company and update to list of significant
subcontractors.

03 March 2008 7005772 Certificate renewal including change of subcontractor
name from IBA to Sterigenics. Also change "Disposable" to
"Single Use" consistent with current terminology.
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Date Reference
Number Action

15 July 2010 7546406 Addition of Terumo Vietnam Co., to the list of significant
subcontractors.

25 April 2012 7794623 Update the name of Isotron, Ltd to Synergy Health Sterilisation
UK Ltd.

27 February 2013 7905922 Certificate renewal.
27 August 2015 8405023 Removal of “Heart Valve Conduits” from the scope and the

significant subcontractor Vascutek Ltd (Swillington, Leeds).
23 October 2017 8595440 Addition of animal substance subcontractors Tyson Fresh Meat

Inc. and Gelita USA Inc.
02 March 2018 8891380 Certificate renewal and addition of Synergy Health Daventry as

a subcontractor for sterilization.
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Date Reference
Number Action

Current 7778835 Traceable to NB 0086.
Administrative Subcontractor Service wording update for:
Gelita USA Inc, Iowa 51054 from “Animal Substances” to
“Animal Tissues / Derivatives”.
Sterigenics Derbyshire DE55 4NJ from “Sterilization” to
“ETO Sterilization”.
Synergy Health Sterilisation UK Ltd, Daventry NN11 8RB from
“Sterilization” to “Gamma Sterilization”.
Synergy Health Sterilisation UK Ltd, Bradford BD4 6SE from
“Sterilization” to “Gamma Sterilization”.
Tyson Fresh Meat Inc, Nebraska 68731 from “Animal
Substances” to “Animal Tissues / Derivatives”.



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Vascutek Limited
Newmains Avenue
Inchinnan
PA4 9RR
United Kingdom

Holds Certificate Number: MD 93897
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and manufacture of sealed and unsealed, woven, knitted, stented and PTFE
vascular prostheses and disposable vascular instruments.
Contract sterilization of medical devices in accordance with EN ISO 11135:2014.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2005-02-14 Effective Date: 2020-05-14
Latest Revision Date: 2020-05-14 Expiry Date: 2022-12-25

Page: 1 of 1

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+93897&ReIssueDate=14%2f05%2f2020&Template=uk
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