




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

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



LeMaitre Vascular GmbH
Otto-Volger-Str. 5a/b
65843 Sulzbach/Ts. · Germany
T +49 (0)6196 659230
F +49 (0)6196 527072

LeMaitre Vascular SAS
79 avenue de Villiers
75017 Paris · France
T +33 (0)3 44 26 00 41
F +33 (0)3 44 26 07 31

LeMaitre Vascular S.r.l.
Via Leone Tolstoj 86
20098 San Giuliano Milanese (MI)
Italy
T +39 02 988 48 51
F +39 02 984 97 059

LeMaitre Vascular Spain S.L.
Calle Basauri 17
28023 Madrid · Spain
T +34 902 500 037
F +34 91 184 98 71

LeMaitre Vascular Switzerland GmbH
Neuhofstrasse 5A
CH-6340 Baar · Switzerland
T 0800 561 761
F +41 415 608 236

LeMaitre Vascular AS
Dronning Eufemias gt. 16
NO-0191 Oslo · Norway
T +49 (0)6196 659230
F +47 21 54 74 67

LeMaitre Vascular, Inc. 
63 Second Avenue
Burlington, MA 01803 · USA
T +1 781 221 2266
F +1 781 221 2223

LeMaitre Vascular GK · Japan
T +81 (0)3 5215 5681
F +81 (0)3 5215 5682

LeMaitre Vascular ULC · Canada
T +1 905 673 2266 0
F +1 905 673 2223

LeMaitre Vascular PTY LTD · Australia
T +61 (0) 3 9330 4775
F +61 (0) 3 9330 4772

LeMaitre Medical Technology 
(Shanghai) Co., Ltd · China
T +86 21 61357276
F +86 21 61357100

www.lemaitre.com  

XenoSure® 
Biologic Patch

Ordering infOrmatiOn
XenoSure® Biologic Patch (Bovine Pericardium) 

These specifications are not intended as a warranty. In the interest of product improvement, these specifications may be changed from time to time 
without notice. Please consult your sales representative for details.

LeMaitre and XenoSure are registered trademarks and Your Peripheral Vision is a trademark of LeMaitre Vascular, Inc.  
©2017 LeMaitre Vascular, Inc. All rights reserved. EUM-0349 Rev. B 08/17

 

 

EXCEPTIONALLY STRONG, UNIFORM AND EASY TO SUTURE

The XenoSure Biologic Patch is a high-quality bovine pericardium patch used for vascular 
and cardiovascular repair and reconstructions, suture line reinforcement or soft tissue 
deficiency repair. Using the same tissue technology developed for heartvalves, the XenoSure 
patch is exceptionally strong, uniform, easy to handle and suture. The patch material is 
sourced from the USA or Australia/New Zealand (countries according to OIE-World 
Organisation for Animal Health classification: “negligible BSE risk”).

BENEFITS: 
• Biocompatible 
• Exceptional tensile and suture retention strength***
• Does not require special sutures 
• Uniform collagen thickness results in easier suturing 
  

HANDLING: 
• Similar to autologous tissue 
• Excellent handling characteristics 
• Easily trimmed to desired shape or size

Nominal thickness specification range: 0.6BV8, 0.8BV8, 1BV6, 2BV9 
0.45 + 0.15/-0.10 mm, all other larger patches 0.55 ± 0.20 mm

0 0 8 8

TYPICAL APPLICATIONS: 
• Carotid endarterectomy 

• Femoral, iliac, renal and tibial patching 

• Profundaplasty 

• Arteriovenous access revisions

• Suture line reinforcement

• Reconstruction of large vessels

• Pericardial and ASD / VSD closure

• Cardiac repair procedures

• Heart valve reconstructions

• Soft tissue deficiency

• Dura closure during
  neuro-surgical procedures*

 Dimension   Model #   REF Rinse Procedure**

 6 mm  x  80 mm   0.6BV8

 8 mm  x  80 mm   0.8BV8

 10 mm  x  60 mm  1BV6

 10 mm  x  100 mm   1BV10

 10 mm  x  140 mm   1BV14   500 ml for 

 15 mm  x  100 mm   1.5BV10   2 minutes

 20 mm  x  90 mm   2BV9
 25 mm  x 150 mm  2.5BV15

 40 mm  x  40 mm  4BV4

 40 mm  x  60 mm   4BV6

 50 mm  x 100 mm  5BV10

 60 mm  x  80 mm   6BV8   1000 ml for
 80 mm  x 140 mm   8BV14   3 minutes
 100 mm  x 160 mm   10BV16 

 120 mm  x 250 mm   12BV25

* since June 2014 - please consult Instruction For Use (IFU) of the actual product.
** please consult the actual Instruction For Use (IFU) on our website. 
***  data on file at LeMaitre Vascular

eifu.LeMaitre.com



XenoSure® 
Biologic Patch

Exceptionally Strong, Uniform  
and Easy to Suture

• Vascular & Cardiac Repair
• Suture Line Reinforcement
• Soft Tissue Deficiency Repair
• NEW – Dura Repair



EXCEPTIONALLY STRONG, UNIFORM AND 
EASY TO SUTURE

The XenoSure® Biologic Patch is a high-quality bovine
pericardium patch used for vascular and cardiovascular
reconstructions, suture line reinforcement, soft tissue 
deficiency repair or dura repair. Using the same 
tissue technology developed for heartvalves, the
XenoSure patch is exceptionally strong, uniform, easy 
to handle and suture. The patch material is sourced 
from the USA or Australia/New Zealand (countries 
according to OIE-World Organisation for Animal 
Health classification: “negligible BSE risk”).

XenoSure® 

Biologic Patch

0.6BV8, 0.8BV8, 1BV6, 1BV10, 1.5BV10, 2BV9, 
1BV14, 2.5BV15, 4BV4, 4BV6 or any custom 
made size less or equal to 37.5 cm²
 • 2 minutes in 500 ml saline**

1. Fill basin with 500 ml sterile saline
2. Remove patch with atraumatic forceps
3. Gently agitate patch in saline for 2 min.
4. Leave in saline until required by surgeon

5BV10, 6BV8, 8BV14, 10BV16, 12BV25 or 
any custom made size greater than 37.5 cm²

 • 3 minute rinses in 1000 ml saline**

1. Fill basin with 1000 ml sterile saline
2. Remove patch with atraumatic forceps
3. Gently agitate patch in saline for 3 min.
4. Leave in saline until required by surgeon

XenoSure rinse Procedure*

* please consult the actual Instruction For Use (IFU) 
 on our website. 

**  sterile physiological saline solution (e.g. 0.9% NaCl)

eifu.LeMaitre.com

Antibiotics in Rinse solution*
At the surgeon’s discretion the rinse solution may 
contain bacitracin (500 U/mL) or cephalexin 
(10 mg/mL), as testing has shown that the 
XenoSure® bovine pericardial patch material is 
not adversely affected by treatment with those 
antibiotics. The effects of other antibiotics or 
the long term effects of these antibiotics on the 
XenoSure® bovine pericardial patch material 
have not been tested. Use antibiotics only as 
indicated by the antibiotics manufacturer.



5 BV 10

5 cm x 10 cm 

XENOSURE BIOLOGIC PATCH 
Available Sizes

  

10 cm x 16 cm 

8 cm x 14 cm

6 cm x 8 cm

4 cm x 6 cm4 cm x 4 cm

4 BV 4 4 BV 6
6 BV 8

8 BV 14

10 BV 16

 

 

 

 

 

 

 

1 cm x 6 cm                       1 BV 6 

0.8 cm x 8 cm                                    0.8 BV 8 

0.6 cm x 8 cm                                    0.6 BV 8

 

2 cm x 9 cm                                                     2 BV 9 

 

1.5 cm x 10 cm                                                  1.5 BV 10

1 cm x 14 cm                                                                                                  1 BV 14

1 cm x 10 cm                                                  1 BV 10

2.5 BV 15

2.5 cm x 15 cm  

12 BV 25

12 cm x 25 cm  
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