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gemiiB Anhang lll dor Richtlinie 98t'].9/EC des Europliischen Parlaments und des Rates vom 27. Oktobcr 1998

as pcr Annex IIt af Directive 98fr9/EC qf tlw Earopean Parlianwnts wtd Council of 27 October I998

He:rste l Ie.rlli{a+qr,&ctil re,t":

Adresseldddrer'.T.'

Roche Diagnosties GmbH

Sardhofer Strasse I 16

B-68305 Mannheim

ISB Cleaning Solution / Elecsys SysClean

112985003r6

Zur Reinigung von ISE-Einheiten in Gcriitcn von Roche/Hitachi.

Zur Reinigung von Elecsys und eotras e Immunerassay-Systcmen.

For the cletrning of ISE units on Roche/Ilitat:hi analyrcrs.

For lhe cleaning o.f Elec.ry.t attd coltas e intmunoussal onulyitrs.

Dic Rslche Diagrrostics CmbH erkliirt, dass das Produkt/di.e Produkttamilie
Roche Diagnostics GmbH declares thut the product/the procluct line

Produktnamc/Pr oriuct nan'rc :

Art.-Nr./Cal. Nr:.:

Bcschrcibung I D e s<: r ip tio n :

Centralised and Point of Care Solutiiins

aul das/dic sich disse Erkliirung bezieht, den Forderungen der Richtlinie 98179lEO dcs Europiiischcn Parlarnents

und des Ratcs vom 27. Oktoher 1998 iiber In-vitro-Diagnostica (bzw. seine Urrrsetzung in nationalcs Recht clcr

Mitgliedsstaatcn in wclchen das Produkt vermarktet wcrden soll) entspricht"
to vthich this rlecktration relate s fiillils the require ments af Directive 98/79/EC o.f the Eurapean Psrliument and
Counr:i[ ot 27 October 1998 on in.-vitro diagnostic medic:al devices (and its relevrv* transposition into the

ilatk)nctl luv:s of the Me nber Swres in which the device i,r intenderl to be placed ott the nwrket).

Mannheini, I6 January 2017

Roche Diagnostics GntbH

ppa./orl behalf af the czmpeql

I

Scnior Director
Centraliwd and

Regulatory Affairs
of Care Solutklns

Kontaktadres sel C uttac t udd ress: Roche

Abt./Dept.
Sandhot-er S

D-68305

Roohe Diagnostics GmbH; Sandhofer Strasse 116; D-08305 Mannheim; Telefon +49-621-75$-0; Telefax +49-621-759'2890
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111
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Dr. Peier Mertin


