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EC Declaration of Conformity (NR T48%-2)

Device Revision: A
Manulacturer: StatSpin, Inc. dibla Iris® Sample Processing
%ﬁm‘&%: fgaggiﬁggf} g:ia&c%mwm {2080 Usa
nevitrn Disgnostics Medical Devies: : ThermoBrite™
Davice lderdification (Part No.y: ThefmoBrite S50042 « ThermoBrite 8500-34
EDMA Classification: 26 02 09 NMultiple Purpose Sample Processor
Classification according to Annex il (98/78/EC): General { Low Rigk) i
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We declare wilh sole responsibility, that our products listed above meet the essential requirements of the inwvitro
Diagnostics Medical Device Directive 88/79/EC of 27 October 1698, Any modification fo the device, not authorized By us,
weill Invalidate his deciaration,

The Conformily of the production quality assurance Is The identification number of the notified body for
cerliied with the notified body of implementation of the procedure set oul in Annex X of the
Dirgctive s
‘National Standards Authority of Ireland (NSAD identification No: 5050
Glasnevin ;
_ o v ’ Lt b, - T
Dublin g, IRELAND Mixe.3340 L 2.0EC2008

We herelyy appoint mdi Europa GmbH, Wittekamp 30, D-30183 Hanover, Germany to act as European Authorized
Representative as explicitly defined in Adicle 1, § 2(g) of Directive 98/79/EEC.

Quality Assurance & Regulatory Affairs Manager

e ped Dde

Westwood, Massachusells, US4 | S00aea00s

S e - Feiaad M
o P i it 4 1L,
| e L o Lovisd. Paloone

President

P s Ui

Westwood, Massachusells, U848 AMar20us

| ;
St p &1;/ = o / Pritid Wi
A AT ﬁ;@,ﬁ% , Robert A. Melio
et 2 il

afiiifgtiurer's declartion cerfifies the compliance with the EC Directive, Gondiions of guarantes and fabiity are
dealt within our General Conditions of Sale. '
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The necessary presequisites for placing the ﬁ € mark on the above mentioned prodiglss
Maember Blales of the Buropean Union, have thus been fulfifled, %

Signed this day %%fgj of /%%M wlf
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