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EC Design-Examination &
Certificate

according to directive 93/42/EEC -
annex |l (4) - Wl

As a notified body of the European Union, DEKRA Certification GmbH certifies fof th

nufacturer |||

JOTEC GmbH

Lotzendcker 23, 72379 Hechingen, Germany//

that the design dossier for the product(s) described in the annex comphes with the reqwrements of the
directive 93/42/EEC. This certificate is based on the result of the examination of the design dossier
according to the directive 93/42/EEC annex 1.4 as documented in'the reporl mentioned in the Annex.

Product:  E-tegra Stent Graft System

Date of the first certification: 2015-11-12 Date of the last recertification: == -= -
This certificate is valid until:  2020-11-11 Certificate registration No.: 50736-23-J0
Duplicate

& + X % * Benannt durchiDasignated by
% Zenlralstelle der Lander §
* -._é * fur Gesundheiwschutz ‘"
bei Arzneimitteln und
* * Medizinprodukten

*x a*®  ZLG-BS-296.10.01

DEKRA Certification GmbH
Stuttgart, 2015-11-12 Notified
Body ID-number: 0124

Lack ef fulfilment en conditiens as setl oul In lhe Cerlification Agreemant may er this certificate invalid

DEKRA Certification GmbH * Handwerkstrae 15 * D-70565 Stuttgart * www.dekra-certification.de
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Annex to the EC design examination certificate
50736-23-J0 dated 2015-11-12

Cerliicag>
Revision status: 2 Date: 2017-02-21 Page 1 of 1 ﬁ Q‘!:.
Nt
Report number: 50736-P10-01, NoC 50736-15-04 oar v
Product: E-tegra Stent Graft System

Intended use:

The E-tegra Stent Graft System is indicated for the endovascular treatment of
infrarenal aortic aneurysms. These aneurysms can also affect the arteria iliaca.

Technical data:

The E-tegra Stent Graft System contents of a delivery system with preloaded stent
graft components: Bifurcation Main Prosthesis (MB), Monoiliac Main Prosthesis (AU);
Aortic Extension (AE), Contralateral Leg (CL), lliacal Extension (IE).

Implant | o Y ﬁp’ﬂ
Textile / Fabric: PET (Polyester)

Stent: Nitinol, I_a)s;e;j’f;;‘q;t ZZ

Productcode XK N

[mm] | [mm} Z
93MBXXYYLAA-BB 23-36 1022
93AUXXYYLAA 23-36 18— A
93AEXXYYLAA 26-38 26385t ila
93CLXXYYLAA 15 10-25 : 3-10,5 nla
93IEXXYYLAA 13-27 10-27 5 n/a

Delivery System

Aortal Stent Graft Components Diameter 18F, 20F

(MB, AU, AE) Usable Length 550 mm, Guide Wire = 0.035”
lliacal Stent Graft Components Diameter 16F, 18F
CL, |IE) Usable Length 550 mm, Guide Wire = 0.035”
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