
Y,G-Krlfif ormitdtserlrldrunslBCDeclarationof Conf ormitv

gemiiB Anhang Iltr der Richtlinie 98/79lEG des Europ?iischen Parlamenti und des Rates vom 2?. Oktoher I998
as per Annex tll of Directive 98fr9/EC af the Earopean Parliaments and Council a{ 27 October l99B

H er ;rellel I M aw u.{a * N r e r :.

Adresse/Addrei'r.'

Proiluktname / P ro cl uc t n am e :

Art.-Nr.//d. rVrr.:

Beschrcibung I Dest' ript io n :

Ri:che Diagnostics GmbH

Roche Prol'essional Diag nostics

i. Y.{on alf of the cotry)ant,

Sandhol'er Stra8e I i6
D-68305 Mannheinr

Die Roche Diagnostics CmbH crkliirt, <Jass dirs Produkr/die Procluktlarrrilie (hci rczcprurclcichcn Procluktcn;
Rctche Diagnostits frnthIl de.clares that the prorluctlthe prrscluct tine (in case of prttduct.r tnurtulactured by
identical recipes)

Estradiol III Cal Set

06656{}4S

Estradiol lil CalSet wird zur Kalibration des quuntitativen Elecsys Estradiol lll
'l'ests an Elecsys und cohas e Intmunuassity-Systcnrcn verwendet.
Estradiol ttl CalSel i,r used for <:alibrating the Enntittttive Efec.y],s Estradiol {ll
fissa! an the Elecsyt awl cobas e inwrunoassay anatyier.r.

aul'das/die sich diese Erkliirung buzieht. den Fonlerungen der EG-Richtlinie gBfiglEO des Rales vnrn
27. Oktnher 1998 (bzw. seine Unxctzung in nationalcs Recht der Mitgliedsstaaten in rvelchen das Proclukt
vern:rarktet werden sol l) iiber In-vitro-D iagtlostica entspricht.
to which this decfuratian relate s fulfils the retluirementi of EC Directive 98fr9/EC of the Council oJ"27
Octoher 1998 (and its rele\ant transpositiott into the iltttional larrs of the Member States in vthich the devirc
is intended to br placed on the rnarket) con<:erning in-vitro d,iagnasrb devices.

Mannheim, 10.12.2014
Rnche Diagnostics Gn:bH
ppalon behall r$'the Klmpculy
r irt tl t

Dr. M" Thein
Heatl of Quality
Rr:che Prolcssional Dir

Dr. C.
Head ity Control Penzbcrg
Roche Clobal Ope.rations

Kontakt*dres wl C o ftterct *ddre s s : Roche
Abt,lDepr.
Sandhclfer
D-68305
Fax: +49 621

06(156048 I'istradiol IIl Cnl Ser - la
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