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EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

ERTIFICATE

“CE (IVD) NOTIFICATION

Ref. No.: AC 6962-2018
BELGIUM
Order No.: AC 6757-2018 Date: 30/08/2018

THIS 1S TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS s.A. (O.E.ARC.)
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

CYTOTEST INC.

ADDRESS: 9430 KEY WEST AVENUE
SUITE 210, ROCKVILLE
MD 20850, USA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 28/08/2018 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (1 PAGE, 4 DEVICES)

As of the 29/08/2018, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements* he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and the other EEA Member States (excluding territories not in alignment
with Decision 2010/227/EU).

Mr. G. Elkayam CEO
Obelis sa }

Obelis European Authorized Representative Center is a member of the European Association
of Authorized Representatives (E.A.A.R.), ISO 9001:2008 and ISO 13485:2003 certified in

*and provided that the product classification will not be rejected by the Compe T AR
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(Recital 29 of the Directive 98

Order No.: AC 6757-2018
Ref No.: AC 6962-2018

Annex A - List of Devices

79/EC on In Vitro Diagnostic Medical Devices)

|1ofl

# Catalogue reference o narelal-Naune Generic Device | Short description and GMDN/ s
number Term intended use EDMS Code
DNA FISH P
1. |CT-PACXxx i
Kit
These devices are
intended for use in an
2. ler-cep Chromosome assay detecting
Counting Probes | DNA insitu | known or suspected Al
Hybridisation abnormalities. 13.07.01.03 Others
reagents CytoTest DNA FISH
3. ler-ispon Locus Specific Probes are intended
Probes for Professional Use
Only
4. |cTSTPxxx Subtelomere
Probes

* Annex A is part of the Agreement.

** The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility (IVD 98/79/EC)
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Signature:

Stamp: | bel

.}i\c[ il
el 94 1

-'_".L—'—'u

)

A

ssa. -0OFkEA

Registered Acdres

Bid G

1030 Bruxelbe:

Tél 32273259 54 - Fax +32 §

al Wahis 5


http://www.tcpdf.org

		2022-02-03T08:42:17+0200
	Moldova
	MoldSign Signature




