








EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class IIa, IIb or III)
No. G1 060725 0020 Rev. 00
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: LeMaitre Vascular, Inc.
63 Second Avenue
Burlington MA 01803
USA

Product Category(ies): Single Lumen Embolectomy Catheter; 
Silicone Single Lumen Embolectomy 
Catheter; Irrigation Occlusion Catheter; 
Occlusion Catheter; Aortic Occlusion 
Catheter; Distal Perfusion Catheter; Over 
the Wire Valvulotome; Valvulotome; 
Contrast Injector; Endarterectomy Devices; 
Dissectors; Retrieval Device; 
Dissection/Transection Device; Disposable 
Angioscope; Biologic Patches; Synthetic 
Vascular Grafts.

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. All applicable requirements of the testing and certification regulation of TÜV SÜD Group 
have to be complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G1 
060725 0020 Rev. 00  

Report No.: 72164019-4

Valid from: 2021-05-25
Valid until: 2024-05-26

Date, 2021-05-25

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G1%20060725%200020%20Rev.%2000
http://www.tuvsud.com/ps-cert?q=cert:G1%20060725%200020%20Rev.%2000


EC Certificate
EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex II (4)
(Devices in Class III)
No. G7AO 060725 0019 Rev. 00
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: LeMaitre Vascular, Inc.
63 Second Avenue
Burlington MA 01803
USA

Product: Patch of Animal Origin
Cardiovascular Patch

The Certification Body of TÜV SÜD Product Service GmbH declares that a design examination has 
been carried out on the respective devices in accordance with the directive 93/42/EEC Annex II (4) 
and Regulation (EU) 722/2012 on medical devices manufactured utilizing tissues of animal origin. The 
design of the devices conforms to the requirements of the Directive and the Regulation. If a certificate 
of the European Directorate for the Quality of Medicines (EDQM) has been issued for the respective 
material of animal origin, the validity of our certificate is associated with the validity of the EDQM 
certificate. Any changes of the EDQM certificate need to be reported immediately to TÜV SÜD 
Product Service GmbH by a change notification. For marketing of these devices an additional Annex 
II without (4) certificate is mandatory. All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:G7AO 060725 0019 Rev. 00  

Report no.: 72161580

Valid from: 2021-05-21
Valid until: 2024-05-26

Date, 2021-05-21

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G7AO%20060725%200019%20Rev.%2000%C2%A0
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Model(s): XenoSure Biologic Patch
 

Description Model

XenoSure Biologic Patch 1BV6

XenoSure Biologic Patch 0.6BV8
XenoSure Biologic Patch 0.8BV8
XenoSure Biologic Patch 1BV10
XenoSure Biologic Patch 2BV9
XenoSure Biologic Patch 1BV14
XenoSure Biologic Patch 1.5BV10
XenoSure Biologic Patch 4BV4
XenoSure Biologic Patch 4BV6
XenoSure Biologic Patch 6BV8
XenoSure Biologic Patch 8BV14
XenoSure Biologic Patch 10BV16
XenoSure Biologic Patch 2.5BV15
XenoSure Biologic Patch 5BV10
XenoSure Biologic Patch 12BV25
XenoSure Biologic Patch 1P6
XenoSure Biologic Patch 0.6P8
XenoSure Biologic Patch 0.8P8
XenoSure Biologic Patch 1P10
XenoSure Biologic Patch 2P9
XenoSure Biologic Patch 1P14
XenoSure Biologic Patch 1.5P10
XenoSure Biologic Patch 4P4
XenoSure Biologic Patch 4P6
XenoSure Biologic Patch 6P8
XenoSure Biologic Patch 8P14
XenoSure Biologic Patch 10P16
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XenoSure®

Biologic Surgical Patch

P A T C H E S 

  Width Length Model #  

 XenoSure® Biologic Surgical Patch (Sterile) (Bovine Pericardium) Thickness range 0.350 - 0.750 mm

Biologic Surgical Patch 4 cm 4 cm 4BV4
Biologic Surgical Patch 4 cm 6 cm 4BV6
Biologic Surgical Patch 6 cm 8 cm 6BV8
Biologic Surgical Patch 5 cm 10 cm 5BV10
Biologic Surgical Patch 8 cm 14 cm 8BV14
Biologic Surgical Patch 2.5 cm 15 cm 2.5BV15
Biologic Surgical Patch 10 cm 16 cm 10BV16

4-year  
Shelf Life

10 cm x 16 cm

8 cm x 14 cm

6 cm x 8 cm

 

4 cm x 6 cm4 cm x 4 cm

5 cm x 10 cm

2.5 cm x 15 cm
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