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gcmiifJ Anhang III der Richtlirrie 98/79lliC clcs Eurc1:liischen Pariaments und cles ltates v,:m 27. Oktober 199t1
as per Arurcx III af Diret:tive 98/79/llC af the. liuroltean Parlinnzerts and Council af ?7 Octaber 199{l

l-Ierxtel I er/Mn t ntf'a ct u r e r :

Adresse/Ar&Jrzss.'

Pr oduktnanrc I P ro d uc t tutn ti i

Art.-Nr.1/d. No.:

Ileschrci[:urrg / D e st: ri 
1 
tt ion :

Die Roche I)iagnostics GnrbH erkliirl, rlass das Proclukldie Produktfarrflic (bci rczcptrrrgleichcn l)nxlrrkten)
Itocltc Diagnttstics $nrbll derlures tltat thc pxtduct/the prodtn! line (in cuse of products mtttttJitcturec! lty
idcntical rccipes)

Roche Dingnostics GmbH

Rochs Professional Diagnostics
SandhnferStrasse Il6
68305 N,Iannheim
Gerrnany

Assay'I'ipiAssay Cup

12102137001

The Assay llip/Assay Cup is used as an lVD-accessory on the

following systents:

8170 module

cobas e 601 module

cobas e 502 module

ppn./orr hehalf of thc coftWat,)l

auf das/die sich dicsc Ir:kliirung hezieht, den Forderungen der IiG-Richtlinie 98/791h{i clcs Ilates vom
27. Oktober 1998 (bzw. ssine Urnsetz.ung in nationales Recht tler Mitgliedssuater in wslchen das Produkr
vermarktul rvcrdcn soll) iiber' Lr-vitro-Diagnostica entspricht.
ta whiclt this der:laration relale s .fu{ils tlu: reryuirements of IIC Direilit,e 98D9/I)C of the Couttcit of 2V Octabe r
1998 (antt its relevurtt trat*position irto tlte tmtional luws of ttrc Member States in ythiclt the tlevice is inrmtlerl to

be ytlacecl on tlrc markel) concerniug irt-vitro tliugnrsstic t{evices.

,n,r t lttt',/
Mannheim,flh fu''$ V, LU 4:
Ili:cl"rc Diagnostics GmbH
ppu.lon bchclf af the cztnpany

Dr. M. Thciu
llcad ol Quality
Itochc Prolessional f)iagnostics

Kontaktadress el C o ntact addre s s:

Head of Quality CPS and RDI
Roche Diagnostics lntemational Ltd

Rochc Professional Diagnnstics
Abt.l D e pt. Cloba} Regulalory Affairs
Sanrlhot'er Strisse I l6
68305 Mannbeim
Ger:nany
Fax: +49 6211'1591448
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