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ES PROMHLASEWNI
SIEMENS

ES PROHLASENI O SHODE
v souladu s pfilohou Il ke smérnici rady 93/42/EHS ze dne 14. ¢ervna 1993

Vyrobce: Siemens AG
Wittelsbacherplatz 2
DE-80333 Mnichov
Némecko
Divize: Angiografie, fluoroskopické a rentgenové systémy (AX)
Siemens AG, Medical Solutions
Adresa: Siemensstr. 1, DE-91301 Forchheim, Némecko
Zdravotnicky prostiedek: Luminos TF
Oznaceni vyrobku: 10093902
Klasifikace: Trida llb (podle prilohy 1X ke smémici Rady 93/42/EHS)

Prohlasujeme, Ze vy$e uvedeny zdravotnicky prostiedek je v souladu s poZzadavky smérnice rady
93/42/EHS ze dne 14. ¢ervna 1993. Jakékoli Upravy zdravotnického prostiedku, které nebudou nami
schvaleny, budou znamenat neplatnost tohoto prohlaseni.

Soulad s uplnym systémem zajisténi kvality je ovéren:
TUV SUD Product Service GmbH
DE-80339 Mnichov
Némecko

Identifikacni Cislo organu, kterému je zasilano oznameni o provedeni postupu uvedeného v priloze |l
k vySe uvedené smérnici, je 0123.

Misto a datum Forchheim, 15. kvétna 2006
Jméno: Dr. Gaus Schneider

(vedoucf divize) (vedouci oddéleni fizeni kvality)
Podpis: (necitelny podpis) (necitelny podpis)

Podminky zaruky a odpovédnosti naleznete v nasich vSeobecnych prodejnich podminkach.
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-SIEMENS

EC DECLARATION OF CONFORMITY e

according to Annex Il to Council Directive 93/42/EEC of June 14,1993 7 S— .

=
e
Manufacturer Siemens AG -8B
Wittelsbacherplatz 2 '
DE-80333 Muenchen =
Germany e
Facility Angiography, Fluoroscopic- s =
and Radiographic Systems (AX) T%“%
Siemens AG, Medical Solutions £ =
Siemensstr. 1, DE-91301 Forchheim, Germany L =
Medical devi Luminos TF E =
edi evice inos =
Product identification 10093902 = =
%‘ﬁ
Classification Class b (taccording to Annex IX to Council Directive 93/42/EEC)
=
We declare the compliance of the above medical device with the requirements of ===
the Council Directive 93/42/EEC of June 14, 1993. Any modification of the medical & ... =
device not authorized by us will invalidate this declaration. i

The conformity of the full quality assurance system is certified by:

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

Place and date

Name

Signature

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

Document number: 10093902 - QCE - 015 ~ 00

TUV SUD Product Service GmbH
DE-80339 Minchen
Germany

Forchheim, May 15, 2006

Dr. Gaus Schneider
{Hsad of Division} {Head ot Qualty Management))
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