'-'%’Hréﬁean Authorrze Representative Center

CERTIFICATE

" CE (IVD)NOTIFICATION

Ref. No.: 10 2045-2013
Order No.: 10 1490-2013 Date: 26/09/2013

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

DNA-TECHNOLOGY, RESEARCH & PRODUCTION, LLC,

142281, MOSCOW REGION, PROTVINO,
ZHELEZNODOROZHNAYA STR., 20, RUSSIA

AS STIPU[AH D AND DFMANDFD 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. (0.E.A.R.C.) on
the 10/09/2013 in compliance with the European Council Directive 98/79/EC-~article 10-requirements; =7 |

—

As of the 11/09/2013, and as long as the manufacturer will continue complylng w1th'lhje heréabo\Ve 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 élignment
with Decision 2010/227/EU).
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% stamp date & stamp

QUAZ: A £ ¢
,f‘ A%\ Obelis European Authorized Representative Center is a member of the European
i El Association of Authorized Representatives (E.A.A.R.) and ISO 9001 -2008 certified in

N j accordance to the profession of a European Authorized Representative.
T

*and provided that the product classification will not be rejected by the Competent Authorities.
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Ref. No.: 10 2045 - 2013
Order No.: 10 1490 - 2013

Annex A’ - List of Devices
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(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devicas)

Generic Device Comme; i i Catalogu Short description GMDN/EDM

Term ame i > > ] +d intended use S code***
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| 98/ 79/EC
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