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Neurovascular 5\ stem”

Designed specifically for the embolization TARGET

of intracranial aneurysms focusing on the Neck k-
treatment at the neck

TARGET TREATMENT

Equatorial Plane Defines the Largest Measured Aneurysm Diameter

» The Contour device is a Nitinol micro-braided mesh
implant containing a platinum core wire for visualization

» The device is available in a range of five sizes allowing
for the treatment of small to medium aneurysms

 Contour is compatible with a 0.021” and 0.027” micro-catheter

Product Code - Diameter (mm) Aneurysm Neck (mm) | Aneurysm Width (mm)

CNS21005-15 0.021” 2.0-3.0

CNS21007-15 0.021” 7.0 3.0-5.0 3.0-5.5

CNS21009-15 0.021” 9.0 4.0-6.0 5.0-7.5
CNS011-15 0.027” 11.0 5.0-8.0 7.0-8.5
CNS014-15 0.027” 14.0 7.0-10.0

our Neurovascular System™ is a registered trademark of Cerus Endovascular Ltd.
Prior to use, refer to the Instructions for Use supplied with products for indications,
contraindications, warnings, precautions, and suggested procedure.

The Contour Neurovascular System™, Models CNS21005-15, CNS21007-15,
CNS21009-15, CNS011-15 and CNS014-15 meet the essential requirements referred
to in Article 3 of the MDD 93/42/EEC and are labelled with the CE Marking

of conformity. Contour Neurovascular System: CAUTION:

Cerus Endovascular LTD Investigational device. Limited by Federal

] ohn ECCle,S House, (or United States) law to investigational use.
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EC —-DECLARATION OF CONFORMITY FOR THE CERUS ENDOVASCULAR CABLE SET

Legal Manufacturer:

EC Authorized Representative

Conformity Assessment Procedure:

Statement of Manufacturer

Identification of Notified Body (MDD):

Identification of EC-Certificate

Identification of the Device Category:

Brands:

Basic UDI-DI
GMDN

Declaration of the Conformity Expiry Date:

Classification of the Device (MDD):

Cerus Endovascular, Ltd.

John Eccles House

Oxford Science Park

Oxford OX4 4GP

United Kingdom

Website: www.cerusendo.com

Emergo Europe B.V.
Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

European Directive 93/42/EEC M5 (MDD) Annex I, excluding Section 4
Regulation (EU) 2020/561 amending Regulation (EU) 2017/745 (MDR)

Cerus Endovascular, Ltd. is exclusively responsible for this Declaration of
Conformity

DQS Medizinprodukte GmbH, CE 0297
August-Schanz-Strall 21 60433 Frankfurt am Main
Germany

Annex Il, excluding section 4 DQS Med Certificate Registration No.: 523104
Certificate Unique ID: 170771007

MD 0106 — single use sterile non-active instrument

Catalogue #, Product Name
CAB701-01, Cable Set atjungimo kabelis komplekte

00858644007CAB86
47143

2024-05-26

Validity period of the Declaration of Conformity is limited by the issuing of a
revised Declaration of Conformity after change of the product and/or by the
expiration date of the Annex 1.4 Certificate issued by DQS Medizinprodukte.

Class | (sterile), Rule 1, MDD 93/42/EEC

We, the legal manufacturer, declare the Cerus Endovascular Cable Set complies with the relevant provisions of the EU

Council Directive 93/42/EEC (Medlical Devices Directive) Annex | — Essential Requirements and their relevant transpositions

into national laws of the Member States in which these medical devices are distributed.

The drawing up of this declaration of conformity is an essential element of the Cerus Endovascular, Ltd. quality assurance
system, required by EN ISO 13485:2016, section 4.2.3, as audited by DQS Medizinprodukte GmbH, in accordance to MDD
93/42/EEC, Annex Il requirements, and Regulation (EU) 2020/561.

Signed this 13% of December 2022 in Oxford, United Kingdom, by

(\ \——-‘

Perry Fukui

VP, Operations & Quality
Management Representative
Cerus Endovascular, Ltd.

Cerus Endovascular, Ltd.
Cable Set
DCAB711.F DCO-0969

Lori Adels

Chief Compliance Officer
Person Responsible for Regulatory Compliance
Cerus Endovascular, Ltd

John Eccles House www.cerusendo.com
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