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Diagnostics

EG-Konformitétserkldarung/EC Declaration of Conformity

gemifl Anhang [11 der Richtlinie 98/7%/EG des Buropéischen Parlaments und des Rates vom
27. Oktober 1998

as per Annex ITT of Dirvective 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller/ Marufacturer; Roche Diagnostics GmbH

AdresselAddress: Roche Professional Diagnostics
Sandhofer Stralle 116
D-68305 Mannheim

Die Roche Diagnostics GmbH erklart, 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: TSH
Thyreotropind Thyrotrapin
Art.-Nr./ld. No.: 11731459
Beschreibung/Description: Immunelogischer in vitro Test zur quantitativen Bestimmung von

Thyreotropin in Humanserum und -plasma.

Der ElektroChemilumineszenz ImmunoAssay "ECLIA" ist zur
Durchfithrung an Elecsys sowie cobas e Immunoassay-Systemen
vorgesehen,

Immunaassay for the in vitro quantitative determination of thyratropin
it human serim and plasma,

The electrochemiluminescence immunoassay "ECLIA" s intended for use
on Elecsys and cobas e 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) iiber 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
intenided to be placed on the market) concerning in-vitro diagnostic devices,

Mannheim, (D5, O {E? O‘O?ﬁ

Roche Diagnostics GmbH

ppa.fon behalf of the company i. W.lan behalf of the company
Dr. M. Thein Dr. B. 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 Strafe 118
D-68305 Mannheim
Fax: +49 621/759 1448

TSH.DOC-AS
Roche Diagnostics GmbH Roche Centralized Diagnostics  Registergericht Mannheim Geschiftsiihrung:
Sandhofer Strasse 116 HRE 3962 Or, Jirgen Schwiezer, Vorsitzender
D-68305 Mannheim Aufsichtsrat; Or. Manfred Baler,
Telefon +49-621-7590 DOr. Franz B, Humer, Vorsitzender  Jirgen Redmann,
Telafax +40-621-752 2690 Patar-Claus Schiller,

Prof. Dr. Dr. Klaus Strein



EB atitikties deklaracija

MVertimas is angly kalbos/

Remiantis 1998 m. spalio 27 d. Europos Parlamento ir Tarybos Direkiyvos 98/79%/ER HI priedu

Gamintojas:

Adresas:

Roche Diagnostics GmbH

Roche Professional Diagnostics
Sandhofer Strabe 116
D-68305 Mannheim

Roche Diagnostics GmbH pareiskia, kad produktas / produkiy grupé (o atveju, kai produkta

gaminami tokiais pat biidais)

Produkto pavadinimas:

Id. Nr.:
Apradymas:

TSH
Tirotropinas

11731459

fmunologinis tyrimas, skivtas tivotropinoe kiekybiniam nustatymui Zmogaus serume ir
plazmafe in vitro.

Elektrochemolinminecencinis imunologinis tyrimas , ECLIA " yra skirtas naudori
Elecsys ir cobas e imunolpginiuase analizatorivose,

kuriam 3i deklaracija skirta, atitinka 1998 m. spalio 27 d. Europos Parlamento ir Taryvbos direktyvas 98/79%ER
retkalavimus (ir jos tinkamg perkélimg | Saliy Narty, kuriy rinkoms bus tiekiamos priemonés, nacionalineg teisg) dél in-

vitro diggnostikos prietaisy,

Mannheim, 2007.08.06
Roche Diagnostics GmbH
kompanijos vardu

Dr, M. Thein

Kokybés ir valdymo vadovas

Professional Diagnostics

Kontaktinis adresas:

kompanijos vardu

Dr. B, Rauschel

Kokybés kontrolés vadovas
Professional Diagnostics

Roche Professional Diagnostics
Abt./Dept. Global Regulatory Affairs
Sandhofer Strafle 116

D-68305 Mannheim

Faksas: +49 621/759 1448

Kopija tikra
2011 -09- 16

 Gaila Balnieng
Diagnostikos padalinio saupos
vadybininké Baltijos $alims
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EG-Konformitatserklarung/EC Declaration of Conformity

gemifl Anhang I11 der Richtlinie 98/79/EG des Europdischen Parlaments und des Rates vom
27, Oktaber 1998

as per Annex I of Directive 98/79/EC of the European Parliaments and Council of 27 October 1998

Hersteller! Mamufacturer: Roche Diagnostics GmbH

Adresse/Address: Roche Centralized Diagnostics
Sandhofer Strafle 116
D-6R305 Mannheim

1agnostics

D

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

Produlkten)

Roche Diagnostics GrbH declares that the product/the produect line (in case of products manufactured by

identical recipes)

Produktname/ Product name: TSH CalSet
Art-Nr./ld No.: 4738551
Beschreibung/ Description: Elecsys TSH CalSet wird zur Kalibration des quantitativen Elecsys TSH

Tests auf Elecsys und cobas e Immunoassay-Systemen verwendet.
Elecsys TSH CalSet is used for calibrating the guantitative Elecsys TSH

assay o the Elecsys and cobas e 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-IMagnostica 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,

Mannheim, 4‘7‘7 D§ : ZC)O—?’_'

Roche DHagnostics GmbH

ppa.fon behalf of the company i. V.lon behalf of the company

Dhr. M. Thein Dr. B. Rauschel
Head of Quality Management &  Head of Quality Operations
Regulatory Affairs Centralized Diagnostics

Centralized Diagnostics

Kontzktadresse/Contact address:  Roche Centralized Disgnostics
Abt./Dept, Regulatory Affairs
Sandhofer Strafle 116
D-68305 Mannheim
Fax: +49 621/75% 1448

talvealsel [NNAL

Roche Diagnostics GmbH Roche Centralized Diagnostics  Registergaricht Mannheim
Sandholer Strasse 115 HRB 3362
D-68305 Mannheim Aufsichtsrat:
Telefon +49-621=75590 Dr. Franz B, Humer, Vorsitzender

Telefax +49-621-7592890

Geschaftslihrung:

Dir. Jirgen Schwiezer, Vorsitzender
DOr. Manfred Baier,

Jirgen Redmann,

Peter-Claus Schiller,

Prof. Dr. Dr. Klaus Strain



AVertimas iE angly kalbos/

oche
B atitikties deklaracija

Remiantis 1998 m. spalio 27 d. Evropos Parlamento i Tarybos Diveknvos 98/7HEB LI priedu

Gamintojas: Roche Diagnostics GmbH

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

Roche Diagnostics GmbH pareiskia, kad produlkias / produkiy grupé (tuo arvefu, kai produktai
gaminami tokiais pat biidais)

Produkto pavadinimas: TSH CalSet
Id. Nr.: 04738551
Apradymas: Elecsys TSH CalSet yra nandgjamas kiekybinio Elecsys TSH tyrimo kalibravimui

Elecsys ir cobas € imunologininvose analizatorinose.

kuriam §i deklaracifa skirta, atitinka 1998 m. spalio 27 d. Europos Parlamento ir Tarybos direktyvos 98/79/EB
reikalavimus (ir jos tinkamq perkélimg j Saliy Naviy, kuriy rinkoms bus tiekiamos priemonés, nacionaling teisg) del in-
vitro diagnostikos prietaisy.

Mannheim, 2007.03.14

Roche Diagnostics GmbH

kompanijos vardu kompanijos vardu

Dr. M. Thein Dr. B, Rauschel

Kokybes valdymo ir norminiy reikaly tvarkymo  Kokybés proceso vadovas
vadovas 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- 10
Gaila Balnieng

Diagnostikos padalinio saugns
vy rf il H y =
vadybininké Baltijos Salims
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