Pericardial Patch
WITH ENCAP™ AC TECHNOLOGY

ENHANCED BIOCOMPATIBILITY
FOR LASTING PERFORMANCE

The Pericardial Patch with EnCap AC Technology* combines
strong, durable bovine pericardium with a proprietary
anti-calcification treatment, making it suitable for a variety
of cardiac repairs while offering improved handling and
enhanced biocompatibility.

IMPROVED HANDLING AND SUTURABILITY SUPPORT
CARDIOVASCULAR REPAIR

e Ready-to-use, rinseless preparation saves time during procedures.
e Bovine pericardium provides improved handling and suturability compared with synthetic patches.!

e The strength of glutaraldehyde-fixed tissue enhances durability and helps resist undesirable changes
such as patch shrinkage and aneurysm formation, even in high-stress repairs.?-

e Soft, pliable tissue conforms to anatomy and sutures into place with minimal leaking along suture line.

ANTI-CALCIFICATION TREATMENT ENHANCES
BIOCOMPATIBILITY AND DURABILITY

e Proprietary EnCap AC Technology caps residual aldehydes to reduce antigenicity and cytotoxicity.5”®
e Resists calcification and promotes rapid binds, thorough healing with endothelial cell covering.”*

e Improved endothelialization strengthens the reconstruction or repair, helping reduce calcification and
other degeneration.””®

APPROPRIATE FOR A WIDE RANGE OF
CARDIAC AND VASCULAR REPAIRS?

e Annular reconstruction?
Digitally signed by Ceaicovschi Tudor

e Endocarditis leaflet repairs Date: 2021.12.22 10:19:33 EET
) Reason: MoldSign Signature
e Septal defect repairs Location: Moldova

e Aortic root enlargement

e Other vascular repairs.

* There is no clinical data currently available which evaluates the long-term impact of anticalcification tissue treatment in humans. Abbott



ORDERING INFORMATION

Pericardial Patch

Model Patch Size Nominal
Number (cm) Thickness (mm)
C0205 2x5 0.20-0.40
C0405 4x5 0.15-0.25
CO0510 5x10 0.20-0.40
C0914 9x14 0.20-0.40

All sizes not currently available in all markets.
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Park Lane, Culliganlaan 2b, 1831 Diegem, Belgium

Products intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use provided inside the product carton

(when available), at eifu.abbottvascular.com or at manuals.sjm.com for more detailed information on Indications, Contraindications, Warnings, Precautions and
Adverse Events. Photo(s) on file at Abbott. Information contained herein is for distribution for Europe, Middle East and Africa ONLY. Please check the regulatory
status of the device before distribution in areas where CE marking is not the regulation in force.

For more information, visit our website at www.abbott.com Abb ott
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IOLOGICAL HEART PRODUCTS

Southern Implants Office Park
1 Albert Road

Irene 0062

e-mail: glycar@glycar.co.za

DECLARATION OF CONFORMITY
Pericardial Repair Patches

GLYCAR S.A. (Pty) Ltd. Declare by our sole responsibility that the following products conform to the applicable

provisions of the Medical Device Directive (MDD) 93/42/EEC, as amended by 2007/47/EC.
Manufacturer Address: 1 Albert Road

Irene

0062

South Africa

European Representative: St. Jude Medical Coordination Center BVBA.
The Corporate Village
Da Vincilaanl1 Box F1

1935 Zavent

em, Belgium

Product Type: Pericardial Repair Patches

Product name (s): SIM™ Pericardial Patch, with EnCap™ Technology
Description: Bovine Pericardium Patches

Model #s: C0205 —20mm X 50mm

C0405 —40mm X 50mm
C0510 —50mm X 100mm
C0914 —90mm X 140mm

Classification: Class 111, per annex IX rule 8 and 17
GMDN CODE: 35273

Annex II, excluding clause 4 Certificate No: 50275-16-07

Annex 11, clause 4 &

Commission Regulation 722/2012 Certificate No: 50275-53-A5
Applicable Quality System Standards: ENISO 13485: 2016

Notified Body: DEKRA Certification GmbH

Medizinprodukte / Medical Devices
Zentrale / Headquarters:
Handwerkstr. 15

D-70565 Stuttgart

Notified Body Number: 0124
Original CE Mark Date: 27 October 1
This declaration will expire on: 27 April 202

Signature: W /

Mr. Aaron Baloyi
Quality Management Representative
GLYCAR S.A. (Pty) Ltd

999
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Issue Date: / SVM%’ 9"0/7
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EC CERTIFICATE ©

for the Quality Assurance System .

according the Directive 93//I/A}IE
tion (

o

Certified location/s

applies a quality assurance system according to the Directive 93/42/EEC Annex |l for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
50275-Z6-00, the decision dated 2019-04-25 and is only valid in connection with the successful
performance of the annual surveillance audits.

This certificate is valid from 2019-04-28 to 2024-04-27
Registration No.: 50275-16-07

* Yo K ** Benannt durchiDesignated by

* Zentralstelle der Lander

* !._é** fur Gesundheitsschutz
*, @ %

bei Arzneimitteln und ;

zlg.de

Medizinprodukten

** * ** ZLG-BS-295.10.02
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Ruth Delbed#k-Bayer ="

DEKRA Certification GmbH Stuttgart; 2019-05-03
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstrae 15 * D-70565 Stuttgart * www.dekra-certification.de
page 1 of 1



84460

Annex to the EC Certificate No. 50275716’?0‘7- |

Valid from 2019-04-28 to 2024-04-27
Revision status of the annex: 0 dated 2019-04-25

Devices/device categories included in the certificate:

Class lllI:
e Pericardial Tissue Repair Patches

For the placing on the market of class Il devices covered by this certificate an EC desig
certificate according to directive 93/42/EEC annex Il (4) is required. /

&
2 art, Han $Z
Ruth Delbe!k—BaW

DEKRA Certification GmbH, Stuttgart, 2019-05-03
Notified Body ID-number: 0124
DEKRA Certification GmbH * Handwerkstraie 15 * D-70565 Stuttgart * www.dekra-certification.de
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EC Design-
ExamlnatlonCertlflcate

according to directive 93/42/EEC,
annex Il (4) and commission
regulation no. 722/2012

As a notified body of the European Union, DEKRA Certification GmbH certifies for the manufacturer

Glycar S.A. (Pty) Ltd.

1 Albert Road, 0062 Irene, South Africa

that the design dossier for the product(s) described in the annex complies with the requirements of
the directive 93/42/EEC and the commission regulation no. 722/2012. This certificate is based on the
result of the examination of the design dossier according to the directive 93/42/EEC annex 1.4 and
commission regulation no. 722/2012 as documented in the report mentioned in the Annex.

Product: PERICARDIAL TISSUE REPAIR PATCHES

This certificate is valid from 2018-04-28 to 2023-04-27
Registration No.: 50275-53-A5
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Annex to the EC Design Examination
Certificate No. 50275-53-A5

Revision status: 0 T

valid from 2018-04-28 to 2023-04-27

Report number: 50275-P1-12

Product: Pericardial Tissue Repair Patches

Intended use:

The Pericardial Tissue Repair Patches are intended for the repair of congenital, traumatic, iatrog
ischemic and septal defects of the heart, pericardium and great vessels.

Technical data:

Model no.: C0205 | C0510 | C0914 | C0405
Patch Material Bovine Pericardium

Patch dimensions (length x width)

[mm]:

Sterilization process:

Tissue or derivate of animal origi

Bovine Pericardium

Ruth Delbeck-Bayer
DEKRA Certification GmbH Stuttgart; 2018-03-20
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart * www.dekra-certification.de
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