
ElG.-,Kqnf *rmit*tsgrkldrunelBCDeclarationof Cont'ormitv

gerniifi Anhaug III der: Richtlinis 9B/7918G *e; fluropiiischcn Parianrcnts unrl cles ll"ates vunr 27. CIktobcr J 998
at per Aruwx Iil o! Directive 98f79/EC of tlrc liurape att Prtrliantenls attcl {ountit of 2? Octttber tggY

Hutlsll pr I M eN{f a eflr r e r:

Adresse/dglrlrf,u:

Prodrrlr;trrarr:o I P r od. uc t n ane :

Art.-Nr.11d- No.r

B eschrcib u ng/D e s cript i o tt',

.Die l{<ichc Dingrrr:stics Gn:h}l crkliirt, dass das Produkildic Produktfamilie (bei rezepturgleichet Produkten)
Roche Diugnostics GlDlT decloret thul the Stroduct/the pruclut;t litrc (irt case of products tnanttfac.tur*l 1.r1,

irlcntit:al reripc.r)

Roche Diagnostics Grni:H

Ii.ochv Prcfessional Diagnostics
Sandhof'er Strasse 116
68305 h,lanrrlrcirn
Cerrriuy

^Y*
I 170579S001

The AssayTip is intende<l to be used as an IVD accessory on the
follorving .sv-stems:

cobasc,lll analyzer

Elecsys* 301 0 analyzer

auf das/dic sich cliese Erkliintlg bezicht, dsn Fordurungcl <Ier EG-Richtlinic q1fiIlB? dcs Rutes vnrn
2T. Oktober 1998 (bziv. scinc Urr:setzrrrrg in lrarionales llecht der lr'litglieclsstaaten in rvclchen das Plrirlukr
vcrnrar:klet wenlen soli) iihcr In-vi tro-Di agnostict cntspricht.
ta u*itlt tlLis declartttion re.htes fiilfils the rcquirenuts of EC Directive 9r\t79/EC of the Cotutt:il r{ 27 Ot:ttther
t998.(unl its relevant transpo.rit-ioii itttu tlte iatictnal tawi aJ ttrc Mcnbcr Statcs in which rlrc dcvici is itttturdecl to
be placed tilt tlte market) cancenrin6 in-y'itro diaywstic devices.

Itc,tkreuz, e),t"t .3: 1.3,

I(ochc Diagnostils Intcrnlrtional Ltrt
ppeJ on beha$ af the contpany . ppal on behatf af the contpany
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