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EG-Konformitiatserklarung/EC Declaration of Conformity

gemil Anhang 111 der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom
27, Oktober 1598
as per Annex III of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller/ Manufacturer: Roche Diagnostics GmbH

AdressefAddress: Roche Centralized Diagnostics
Sandhofer Strafie 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produktfamilie (bei rezepturgleichen
Produkten) i

Roche Diagnostics GmbH declares that the product/the product line (in case of products manufactured by
identical recipes)

Produktname/Product name: SysWash Flecsys
Art-Nr./ld. No.: 11930346
Beschreibung/ Description: SysWash Elecsys

auf das/die sich diese Erklirung bezieht, den Forderungen der EG-Richtlinie 38/79/EG des Rates vom

27. Oktober 1998 (bzw. seine Umsetzung in nationales Recht der Mitgliedsstaaten in welchen das Produkt
vermarktet werden soll) 4iber In-vitro-Diagnostica entspricht.

to which this declaration relates fulfils the requirements of EC Directive 98/79/EC of the Council of 27 October

1998 (and its relevant transposition into the national laws of the Member States in which the device is
intended to be placed on the market) concerning in-vitro diagnostic devices,
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Rache Diagngbtics GmbH
i. V./an behglf of the company
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i, V./on behalf of the company
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Dr.M.Thein
Head of Quality Management
Centralized Diagnostics

Kontaktadresse/ Contact address;

Roche Diagnostics GmbH

A. Schenkel

Head of Quality Assurance

Roche Centralized Diagnostics
Abt.fDept. Regulatory Affairs

Sandhofer Strafie 116
[-68305 Mannheim
Fax: +49 621/759 1448

Roche Centralized Diagnostics
Sandhofer Strasse 116
D-6A305 Mannheim

Telafon +49-621-7530
Telefax +49-621-75828580

spswashelecsys.doc-Al

Registergericht Mannheim

HRBE 3082

Aufsichtsrat:

Dr, Franz B. Humer, Varsitzender

Geschafsfihrung:

Dr. JUirgen Schwiezer, Vorsitzender
Dr. Manired Baier, Staffan Ek,

Dr. Marcel Gminder,

Dr, Volker Plahlert,

Dr, Susanne Raehs,

Peter-Claus Schiller,

Prof. Dr. Dr, Klaus Strein



/Vertimas i angly kalbos/

Roche
EB atitikties deklaracija
Remiantis 1998 m. spalio 27 d Ewropos Parlawento iv Tarvbos Direknvas 98/TYER [T priedu

Gamintojas: Roche Diagnostics GmbH

Adresas: Roche Centralized Diagnostics

Sandhofer Strafle 116
[D-68305 Mannheim

Roche Diagnostics GmbH pareiskia, kad produktas / produkty grupé (tuo atveju, kai produktai
gaminami tokiais pat biidais)

Produkto pavadinimas: SysWash Elecsys
Id. Nr.: 11930346
Apradymas: SysWash Elecsys

kuriam §i deklaracija skivta, atitinka 1998 m. spalio 27 d  Ewrapos Parlamento ir Tarvbos divekiyvos 98/79/ER
reikalavimus (ir jos tinkamg perkelimg | Saliy Nariy, kuriy rinkoms bus tiekiamos priemonés, nacionaling teise) del in-
vitro diagnostikos prietaisy.
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Roche Diagnostics GmbH

kompanijos vardu kompanijos vardu
Dr. M, Thein A. Shenkel
Kokybés valdymo vadovas Kokybés laidavimo vadovas

Centralized Diagnostics

Kontaktinis adresas: Roche Professional Diagnostics
Abt./Depr, Regulatory Affairs
Sandhofer Strafe 116
D-68305 Mannheim
Faksas: +49 621/759 [448

Kopija tikra
2011 -09- 16
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