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Products Certification Body
INSTITUTE FOR TESTING AND CERTIFICATION;, Inc.
Zlin, Czech Republic — www tczlin ¢z

CERTIFICATE

No. 10 0095 T/ITC

confirms that the product - in vitro diagnostic medical device - according fc the Directive 98/79/EC

SCOUT Semi-auto Urma Analyzer

y
o,

Model: RUA-100 o7

manufactured by compé‘r-y .

Jinan Klnghawk Tech y Co.; ;}

No.205, E South, Buﬁding ronmenta Protection Technology Park, Jinan,
Shandong, Chin

complies with the appli essential requiEQm its of the European Parliament and of the Council
Directive 98/79/EC on in vilra diagnostic medigdl devices as amended

Referring to the inténded use, the 1TC Products Certification Bady has conducted with successful
results the type-examination of the certified product according fo the reievant parts of the above
mentioned Directive and appropriate harmonized European standards
The detailed product descriptidn, documents, assessment procedures and evaluations of the
examination are presented in the Final Report No. 313600207C/2010. which is enciosed to this
certificate.
Thig Cegtificate 15 (ssued undef the following conaibicns
it appies only 1o the above referenced models of the medical Jewces
it (e not imply that the 1TC has performed any survediance o contra! of iwir manulactine,
3 The manufachuner 1s cbiigated o assure conformuly of ai 1 wirp dragnostic medical devices of the respective model to
type assessed by the mean of this Centificate
4 The Centificele remamns vabd unld the manufactuning condihons. the quality system or relevant ieusiabon are changec
but ualif the 317 January 2013 at fhe latest

5 Aftar fultiting of the relevant EU legisial 5, Ihe cturer shad affis to each medicsl device of the
above refarenced modars, the CE-mamng mrdm 13 thie example

ce

issued in Zlin, on 28" January 2010 ; RNDr Radomir Cevelik
: z General. Director
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