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SIEMENS

Es pRoHr-A5rruio snonE
v souladu s piilohou ll ke sm6rnici rady 93142/EHS ze dne 14. cervna 1993

Vlirobce: Siemens AG
Wittelsbacherplatz 2
DE-80333 Mnichov
N6mecko

Angiografle, fluoroskopicke a rentgenove syst6my (AX)
Siemens AG, Medical Solutions
Siemensstr. 1, DE-91301 Forchheim, N6mecko

Zdravotnickli prostiedek: Luminos TF

Divize:

Adresa:

Oznadeni vlirobku:

Klasifikace:

Mfsto a datum

Jm6no:

Forchheim, 15. kvetna 2006

Dr. Gaus
(vedouct divize)

(neditelnf podpis)

Schneider
(vedouci oddEleni iizeni kvality)

(neiiteln!, podpis)

10093902

Tiida llb (podle piilohy lX ke smernici Rady 93/42IEHS)

Prohla5ujeme, 2e vlf5e uvedeni zdravotnick! prostiedek je v souladu s poZadavky smErnice rady
93/4ZEHS ze dne 14. dervna 1993. Jak6koli0pravy zdravotnickdho prostiedku, kter6 nebudou n6mi
schvSleny, budou znamenat neplatnost tohoto prohl6Seni.

Soulad s 0plnlm syst6mem zaji5tdni kvality je ovdien:

TUV SUD Product Service GmbH
DE-80339 Mnichov
Ndmecko

ldentiflkadni clslo orgdnu, kterOmu je zasildno oznAmeni o provedeni postupu uveden6ho v piiloze ll
k v1i3e uveden6 smbrnici, je 0123.

Podpis:

Podminky zdruky a odpovednosti naleznete v naiich v5eobecnfch prodejnich podmink6ch.

Dokument d.: 10093902 - QCE - 01S - 00
$irana 111



SIEMENS

EC DECIARATION OF CONFOHMITY

Medicaldevice

according to Annex ll ts Couneil Directive g3i4?EEC of June 14 1993

Manufacturer Siemens AG
Wittelsbacherplatz 2
DE€0333 Muenchen
Germany

Angiography, F I uoroscopic-
and Radiographic Systems {AX)
Siernens AG, Medical Solutions
Siemensstr. 1, DE-g130i Forchheim. Germany

Luminos TF

Facility

For conditions ot guarantee and liability please refer to our General Conditions of Sale

Document number: 10093902 - OCE - 01S - 00

Productidentification 10093902

Classification Cf aSS llb heordlng to Annex lX to Councl Dr€ctlve ga4AEECl

We declare the compliance of the above medicaldevice with the requirements of ,+
the Council Directive g3ftzlEFcof June'14, 1993. Any modiflcation of the medical €-.G
d e v i c e n o t a p t h o r i z e d b y u s w i | l i n v a | i d a t e t h i s d e c l a r a t i o n . H _

T h e c o n f o r m i t y o f t h e f u | | q u a | i t y a S S U r a n c e s y S t e m i s c e r t i f i e d b y : _
:

TUV SUD Product Service GmbH =:
DE-80339 M0nchen
Germany

The identification number of the notified body for implementation of the
orocedure set out in Annex ll to the above Directive is 0123.

Place and date

Name

Signature

Forchheim, May 15, 2006
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Dr. Gaus
{Hsad of OM6ion}

Schneider
{HB8d ol O@hrv ManagErcntll
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