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CIFULLER

EC DECLARATION OF CONFORMITY
In Vitro Diagnostic Medical Devices for Professional use

DECLARATION N°:2007-02-08

Fuller Laboratories

1135 East Truslow Avenue Fullerton, CA 92831 USA
Telephone: 17145257660 Fax: 17145257614

having designated :

Medimark Europe Sarl ,

11 rue Emile Zola — 38033 Grenoble Cedex 2 - France
As our European Authorized Representative

insure and declare under our sole responsibility that the In Vitro Diagnostic Medical
Devices specified in the attached list to which this declaration relates are in conformity with
the applicable requirements of the In Vitro Diagnostic Medical Devices Directive 98/79/EC.

This declaration is made in accordance with Annex Il of the In Vitro Diagnostic Medical
Devices Directive 98/79/EC and is valid for an undetermined period of time .

Fullerton, 08 February 2007

L%rz&__

Lee Fuller, President
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ANNEX TO DECLARATION N°: 2007-02-08
page 1 of 1

List of In Vitro Diagnostic Medical Devices in relation with the above declaration

Product designation/ Cat N° GMDN# GMDN_term

Rickettsia IFA 1gG Antibody Kit 30717 Rickettsia kit

Cat N° R21G-120

Rickettsia IFA IgM Antibody Kit 30717 Rickettsia kit

Cat N° R21M-120

Rickettsia typhi EIA 1gG Antibody Kit 30717 Rickettsia kit

Cat N° RTG-96K

Rickettsia conorii EIA IgG Antibody Kit 30717 Rickettsia kit

Cat N° RCG-96K

Babesia microti IFA IgM Antibody Kit (BMM-120) No GMDN Code |no GMDN Term
EDMS code: EDMS term: Other
1501 90 90 00: Parasite Antigen

Detection

Fullerton, 08 February 2007

Lﬁlaé@__

Lee Fuller, President




