[EL L LA

EG-Konformititserklarung/EC Declaration of Conformity

gemdl Anhang [1I der Richtlinie 98/79/EG des Europiischen Parlaments und des Rates vom
27. Oktober 1998
as per Annex I of Directive 98/79%/EC of the Eurapean Parliaments and Council of 27 October 1998

Hersteller/ Manufacturer: Roche Diagnostics GmbH
Adressel/Address: Roche Centralized Diagnostics

Sandhofer Stralle 116
[-65305 Mannheim

Die Roche Diagnostics GmhH 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
identical recipes)

Produktname/Product name: FT3
FT3 - freies Trijodthyronin/FT3 free triiodothyronine

Art.-Nr./Id. No.: 03051986

Beschreibung/ Deseription: Immunologischer in vitro Test zur quantitativen Bestimmung von
freiem Trijodthyronin in Humanserum und -plasma.
Der ElektroChemilumineszenz ImmunoAssay "ECLIA" ist zur
Durchfiihrung an den Roche Immunoassay Analysenautomaten
Elecsys 10102010 und am MODULAR ANALYTICS E170
(Elecsys Modul) vorgesehen.
Immunonssay for the in vitro quantitative determination of free
tritodothyronine in human serum and plasma.
The electrochemiluminescence immunoassay "ECLIA" {5 intended for use
on the Roche Elecsys 101042010 and MODULAR ANALYTICS E170

(Eleesys module} immunoassay 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) tiber In-vitro-Diagnostica entspricht.

to which this declaration relates fulfils the requirements of EC Directive 98/7%/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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Dr. M. Thein Dr. B. Rauschel
Head of Quality Management Head of Quality Assurance
Centralized Diagnostics

-

Kontaktadresse/Contact address:  Roche Centralized Diagnostics
Abt./Dept. Regulatory Affairs
Sandhofer Straffe 116
D-68305 Mannheim
Fax: +49 621/755 1448
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ER atitikties deklaracija

Remdamasi 1998 m. spalio 27 d Ewropos Parlamente ir Tarybos Direktyvos 98/79/EB 1] priedu

Gamintojas:

Adresas:

Roche Diagnostics GmbH

Roche Professional Diagnostics
Sandhofer Stralle 116
D-68305 Mannheim

Roche Diagrostics GmbH pareifkia, kad produkias / produkty grupé (tuo arvefu, kai produkiai

gaminami tokiais pat bitdais)

Produkto pavadinimas:

ld. Nr.:

Apradymas:

FT3
FT3 laisvas rijodatironings

03051936

Imunologinis tyrimas, skirtas kiekvbiniam laisvo trijodotironing kencentracijos

nustatvrml Smogans serume iv plazmofe i vitro.

Elekirachemiluminesceniinis imunaloginis oerimas , ECLIAY fangl

electrachemilumingscence immunoaassay-ECLIA) vra skivtas naudoti Elecsys iv

cobas e imunologiniuose analizatorinose.

keriam (kuriems) §i deklaracija skirta, atitinka 1998 m. spalio 27 d. Enropos Parlamento ir Tarybos direkiyvos
98/ 7 ER reikalavimus (ir jos tinkama perkélima | Saliy Narty, kuriy rinkoms bus tiekiamos priemonés, nacionaling
reise) dal in-vitre diagnostikos priciaisy.

Mannheim, 2007.08.06

Raoche Diagnostics GmbH

kompanijos vardu

Dr. M. Thein

Kokybés ir teises reikaly
valdymo vadovas
Professional Diagnostics

K.ontaktinis adresas:

kompanijos vardu

Dr. B, Rauschel

Kokybés kontrolés vadovas
Professional Diagnostics

Foche Professional Diagnostics
Abt./Depi, Global Regulatory Affairs
Sandhofer StraBe 116

D-68305 Mannheim

Faksas: +49 621/739 1448

Diagnostics



{Roche >

EG-Konformititserklarung/EC Declaration of Conformity

gemil Anhang I1I der Richtlinie 98/79/EG des Europdischen Parlaments und des Rates vom
27, Okrober 1998
as per Annex T of Directive 98/79EC of the European Parliaments and Council of 27 Ocrober 1998

Herstelles/Manufacturer Roche Diagnostics GmbH
AdressefAddress: Roche Centralized Diagnostics

Sandhofer Stralle 116
[-68305 Mannheim

Die Roche Diagnostics GmbH erklirt, dass das Produkt/die Produk:familie (bei rezepturgleichen
Produkten)

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

Produktname/ Product name: FT3 CalSet
Art.-Nr.fld No.: 11 731 521

Beschreibung/Description: FT3 CalSet Elecsys wird zur Kalibration des quantitativen
FT3 Tests an den Elecsys Immunoassay Systemen 1010/2010 und
MODULAR ANALYTICS EI70 verwendet,
Elecsys FT3 CalSet is used for calibrating the quantitative
FT3 assay on the Elecsys 101072010 and MODULAR ANALYTICS EI70
IMAEOASSay Systems.

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

27. Oktober 1998 (baw. seine Umsetzung in nationales Recht der Mitgliedsstaaten in welchen das Produlkt
vermarktet werden soll} iber 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.

Mannheim, 2 7, [0 <O

Roche Dia;r‘msdcs GmbH

i.V.Jonb fm{r' of the company i. V.lon behalf of the company
/? B o e S
Dr. M. Thein Dr. B, Rauschel

Head of Quality Management Head of Quality Assurance
Centralized Diagnostics

Eontaktadresse/Contact address Roche Centralized Diagnostics
Abt./Dept. Regulatary Affairs
Sandhofer StraBe 116
[-68305 Mannheim
Fax: +49 621/759 1448

Sideailserdoe-Af

Roche Dliagnostics GmbH Roche Laboratory Systems
Sandholer Strasse 116
D-58305 Mannheim
Telafon +49-821-753 0
Telefax +49-621-7502880

Registergericht Mannheim

HRE 3962

Aufsichisrat

Or, Frang B. Humer, Vorsitzender

Geschiftsfihrung:

Dr. Mirgan Sehwiezer, Vorsltizender
Or. Manfred Baier, Or. Klaus Beck,
Sraffan Ek, Or. Marcel Gmonder,
Or. Werner Schafer,

Petar-Claus Schiller,

Prof. Dr. Or. Klaus Strein



EB atitikties deklaracija

Remdamasi 1998 m. spalio 27 d. Europos Parlamento ir Tarybos Direktyvos 98/79/ES 1 priedu

Gamintojas:

Adresas:

Roche Diagnostics GmbH

Roche Centralized Diagnostics
Sandhofer Strale 116
D-68305 Mannheim

Roche Diagnostics GmbH pareiikia, kad produkias / produkty grupé (tue atvejn, kai produkiai

gaminami tokiais pat bidais)

Produkto pavadinimas:
Id. Wr.:
Apradymas:

FT3 CalSet
03051994

Elecsys F13 CalSet yra naudafamas kiekybinio Elecsys 13 tyrimo kalibravimmi

Elecsys ir cobas e imunologininose unalizatorinose.

kuriam (kuriems) $i deklaracija skivia, atitinka 1998 m. spalio 27 d. Enropos Parlamento ir Tarybos direkiyvos
08/79/ER reikalavimus (ir jos tinkama perkélimg j Saliy Narty, kuriy rinkoms bus tiekiamos priemoneés, nacionaling
teise) dal in-vitro diagnostikos prieiaisy.

Mannheim, 2007.03.14
Roche Diagnostics GmbH

kompanijos vardu

Dre. M. Thein

Kokybés valdymo ir

teises reikaly poskyrio vadovas
Centralized Diagnostics

Kontaktinis adresas:

kompanijos vardu

Dr. B. Rauschel

Kokybés proceso vadovas
Centralized Diagnostics

Roche Professional Diagnostics
Abt./Depr. Regulatary Affairs
Sandhofer Stralie 116

D-62305 Mannheim

Faksas; =49 621/739 1448

Diagnostics



