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Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, D-23560 Lubeck, Germany

declares under our sole responsibility that the IVD-product

Sprinter XL

Model 160 samples
IFA/ELISA incl. incubator YG 0033-0101-3
IFA incl. incubator YG 0033-0101-4
IFA YG 0033-0101-5
IFA/ELISA YG 0033-0101-6

Model 240 samples
IFA/ELISA incl. incubator YG 0033-0101-23
IFA incl. incubator YG 0033-0101-24
IFA YG 0033-0101-25
IFA/ELISA YG 0033-0101-26

(product name, order no)

meeis the demands of

Directive 98/79/EC on in vitro diagnostic medical devices

) - of 27 October 1998
; / (tf' /x," /{ CI%.; | / ;
Lubeck, 24.08.2012 NS R AT A U e/
(Place and date of issue) Dr. Wolfgang Schlumberger Susanne Aleksandrowicz
- Member of the Board - <Member of the Board -
Dolkumenten-Name.: Declaration of Conformity {self dependent) {HV_1501_F_UK_B03) Seite 1 von 1

Dokumernten-Nr.: 13380000-0014 Versions-Nr.. Rev 00



b 1

Medizinische

EUROIMMUN Labordiagnostika

q

Prohlaseni o shodé

EUROIMMUN Medizinische Labordiagnostika AG .
Seekamp 31, D-23560 Liubeck, Néemecko

prohlasuje na vlastni odpovédnost, Ze vyrobek pro in vitro diagnostiku

Sprinter XL

Model 160 vzorkt
IFA/ELISA vé. inkubatoru YG 0033-0101-3
IFA vé. inkubatoru YG 0033-0101-4
IFA YG 0033-0101-5
IFA/ELISA YG 0033-0101-6

Model 240 vzorku
IFA/ELISA vé. inkubatoru YG 0033-0101-23
IFA Vvé. inkubatoru YG 0033-0101-24
IFA YG 0033-0101-25
IFA/ELISA YG 0033-0101-26

(nazev vyrobku, objednaci ¢€.)

splnuje pozadavky

Smérnice 98/79/ES o diagnostickych zdravotnickych prostredcich in vitro
z 27. fijna 1998

podpis necitelny podpis necitelny
Libeck, 24.08.2012
(misto a datum vystaveni) Dr. Wolfgang Schiumberger Susanne Aleksandrowicz
-Clen predstavenstva- -Clenka predstavenstva-
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Tlumo¢énicka dolozka
Translator’s Clause

Jako soudni tlumo¢nik jazyka anglického, jmenovany Krajskym soudem v Ceskych
Budgjovicich dne 6. listopadu 1996 pod &.j. Spr 1585/96, potvrzuji, ze tento pfeklad
doslovné souhlasi s textem prilozeného plivodniho dokumentu.

As a sworn Czech-English translator appointed by The Regional Court in Ceské
Budéjovice on 6 November 1996 under file No. Spr 1585/96, I hereby declare that this
translation is literally equivalent to the text of the enclosed original document.

Preklad je zapsan v tlumoc¢nickém deniku €. 308/T pod pof. ¢islem:
The translation is listed in the book of translations No. 308/T under No.: 264/18.

-~ "'“\
LU Wp—
Antonin Mikés
soudni tlumoc¢nik
sworn translator







