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gemdl Anhang 111 der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom
27. Oktober 1998
as per Annex [Il of Directive 98/79/EC of the Eurapean Parliaments and Council o f 27 October 1998

EG-Kon fnrmjtﬁtserklﬁrungf EC Declaration of Conformi ty

ersteller/ Manufacturer: Roche Diagnostics GmbH
Adresse/Address: Roche Centralized Diagnostics

Sandhofer Stralle 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produktfamilic (bei rezepturgleichen

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

identical recipes)

Produktname/Product name; FT4
Freies Thyroxin/Free thyroxine
Art.-Nr./ld. No.: 11731297
Beschreibung/ Description: Immunologischer in vitro Test zur quantitativen Bestimmung von

freiem Thyroxin in Humanserum und -plasma.

Der ElektroChemiLumineszenz ImmunoAssay "ECLIA" ist zur
Durchfithrung an den Elecsys sowie cobas e Immunoassay-Systemen
vorgeschen.

Immunoassay for the in vitro quantitative determination of free
thyroxine in hunian serum and plasma.

The electrochemiluminescence immunoassay "ECLIA" is intended for use
on Elecsys and cobas e intmunoassay analyzers.

auf das/die sich diese Erklirung bezieht, den Forderungen der EG-Richtlinie 98/79/EG des Rates vom

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

to which this declaration relates fulfils the requirements o f 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 s
intended to be placed on the market) concerning in-vitro diagnostic devices.
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Roche Diagnostics GmbH

a.lon behall of the compan 1. Vi/on behalf of the company
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Dr. M. Thein Dr. B. Rauschel
Head of Quality Management &  Head of Quality Operations
Regulatory Affairs Centralized Diagnostics

Centralized Diagnostics

Kontaktadresse/Contact address:  Roche Centralized Diagnostics
Abt./Dept. Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 621/759 1448

FT4.D0C-Af
Roche Diagnostics GmbH Roche Centralized Diagnostics  Registergericht Mannheim Geschéafisfdhrung:
Sandhofer Strasse 116 HRB 3962 .
D-68305 Mannheim Aufsichtsrat: Or. Manfred Baier,

Telefon +49-621-7590
Telefax +49-621=7522880

Dr. Franz B. Humer, Vorsitzender  Jorgen Redmann,
Peter-Claus Schiller,

Prof. Dr, Dr. Klaus Strein

Diagnostics

Dr. Jirgen Schwiezer, Vorsitzender



/Vertimas i¥ angly kalbos/

i - Rochs
EB atitikties deklaracija

Remiantis 1998 m. spalio 27 d Ewropos Parlamento ir Tarvhos Diveknvos 98/79HER I priedy

Gamintojas: Roche Diagnostics GmbH

Adresas: Roche Centralized Diagnostics
Sandhofer Strafie 116
D-68303 Mannheim

Roche Diagnostics GmbH pareiskia, kad produktas / produkty grupé (two atveju, kai produkiai
gaminami tokiais pat bidais)

Produkto pavadinimas: FT4
Laisvas tiroksinas
Id. Nr. 11731297
Apradymas: Imunologinis tyrimas, skirtas laisvo tiroksing kiekybiniam nustatymui Zmogans

serume ir plazmoje in vitro,
Elektrochemoliuminecencinis imunolaginis tyrimas , ECLIA " yra skivtas naudoti
Elecsys Ir cobas e imunologininose analizatoriuose.

kuriam §i deklaracija skirta, atitinka 1998 m. spalio 27 d. Eurapos Parlamento ir Tarybos direktyvos 98/79/EB
retkalavimus (ir jos tinkamqg perkélimg | Saliy Nariy, kuriy rinkoms bus tiekiamos priemonés, nacionaling teisg) del in-
vitro diggnostikos prietaisy.

Mannheim, 2007.03.09

Roche Diagnostics GmbH

kompanijos vardu kompanijos vardu

Dr, M. Thein Dr. B. Rauschel

Kokybés valdymo ir norminiy reikaly tvarkymo Kokybés proceso vadovas
vadovis Centralized Diagnostics

Centralized Diagnostics

Kontaktinis adresas; Roche Centralized Diagnostics
Abt./Dept. Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Faksas: +49 621/759 1448

Kopija tikra
2011 -09- 16
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EG-Konformitatserklirung/EC Declaration of Conformity

gemil Anhang [1I der Richtlinie 98/79/EG des Europdischen Parlaments und des Rates vom
27. Oktober 1998
as per Annex [l of Directive 98/78/EC of the European Parliaments and Council of 27 Ocrober 19498

Hersteller! Manufaciurer Roche Diagnostics GmbH
AdressefAddress: Roche Professional Diagnostics

Sandhofer Stralle |16
D-68305 Mannheim

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

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

Produktname/Product name: FT4 CalSer
Art-Nr/fd No.: 11731661
Beschreibung/ Description: Elecsys FT'4 CalSet wird zur Kalibration des quantitativen Elecsys FT4

Tests auf Elecsys und cobas ¢ Immunoassay-Systemen verwendet,
Elecsys F1S CalSet is used for calibrating the quantitative Elecsys FT4
assay un the Elecsys and cobas ¢ immunoassay analyzers,

auf das/die sich diese Erklarung bezieht, den Forderungen der EG-Richtlinie 98/79/EG des Rates vom

27, Oktober 1998 (bzw. seine Umsetzung in nationales Recht der Mitgliedsstaaten in welchen das Produks
vermarktet werden soll} tber In-vitro-Diagnostica entspricht.

1o which this declaration relates fulfils the requirements of EC Directive 98/79/EC of the Council of 27 October
1988 (and its relevant transposition inte e national laws of the Mentber States in which the device i
intended to be placed on the market) concerming in-vitro diagnostie devices.
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Roche Diagnostics GmhbH

aon behalf of the grmpany L V. en belalf of the company
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Cr. M. Thein D, 3. Rauschel
Head of Quality & Regulatory Head of Quality Control
Management Professional Diagnostics

Professional Diagnostics

Kontaktadresse/ Contact address: Roche Professional Diagnostics
Abt./Dept, Global Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 62 1/759 |444
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Roche Dimgnostics GmbH Roche Centralized Diagnostics  Registergericht Mannheim Geschaftsiiihming:
Sandhofer Strasse 116 HRB 3952 Or. Jirgen Schwiezer, Vorsitzender
D-6B305 Mannhaim Aufsichtsrat; Dr. Manfred Baier,
Telefon +48-621-7590 Or. Franz B. Humer, Vorsitzender  Jirgen Redmann,
Telefax +49-621-75928090 Peter-Claus Schiller,

Diagnostics

Prof, Dr. Dr. Klaus Strein



/Vertimas i§ angly kalbos/

che
EB atitikties deklaracija

Remiantis 1998 m. spalio 27 d. Enropos Parlamento ir Tarybos Diveknvos 98/7%EB 11T priedu

Gamintojas: Roche Diagnostics GmbH

Adresas: Roche Professional Diagnostics
Sandhofer Strafle 116
D-68305 Mannheim

Roche Diagnostics GmbH pareiskia, kad produktas / produkty grupé (two aivejn, kai produkiai
gaminami tokiais pat biidais)

Produkto pavadinimas: FT4 CalSet
Id. Nr.: 11731661
Aprafymas: Elecsys FT4 CalSet If vira nandajamas Elecsys FT4 kiehybinio tweimo kalibravind

Elecsys i cobay e imunologiniuose analizatorivose,
kuriam §i deklaracifa skirta, atitinka 1998 m. spalio 27 d Europos Parlanento ir Tarybos direktyvos 98/79%EB
reikalavimus (ir jos tinkamg perkélimg j Saliy Nariy, kuriy rinkoms bus tiekiamos priemonés, nacionaling teisg) del in-
vitro diagnostikos priefaisy.

Mannheim, 2007.09.05

Roche Diagnostics GmbH

kompanijos vardu kompanijos vardu

Dr. M. Thein Dr. B. Rauschel

Kokybés ir valdymo vadovas . Kokybés kontrolés vadovas
Professional Diagnostics Professional Diagnostics
Kontaktinis adresas: Roche Professional Diagnostics

Abt./Dept. Global Regulatory Affairs
Sandhofer Strabe 116

D-68305 Mannheim

Faksas: +49 621/750 1448

Kopija tikra
2011 -08- 1 §

Ga[f:. Bdhi][_l‘["
Diag Enostikos

vadybininké

Diagnostics

B P'-:“] linjo saugy
i %5 f_‘*)
o

¢ BJE[UL‘ Zalim
J/ f—f
/ J



