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EU Authorized Representotive
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Helsinki, Finlond
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This rs the initiol version of the EC declorotion of conformity
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O Datex.ohmeda

EC DECLAEATION OF CONFORMITY
{Following the provisions of the medicol devrces directive 93/42leECl

Monufocturer
Dotex-Ohmedo, lnc.
3030 Ohmedo Drive
PO Box 7550
Modison, Wl 53707 -7550 USA

Declore under our sole responsibility tlrot the L.loss llb device:

Avonce CSz

Softwore version 10.x

For Seriol Numbers storting with: APKR00100

GMDN Code: 377!0, UMDNS Code: 10-134

Clossificotion rule €314?lEC Annex IX): CIoss Ilb, Rule 11

To which this declorotion relotes is in conformity with the requirements of the medicol devices

directive 93l42|EEC which opply to it

This conformity is bosed on the following elements:

- lnformotion included in the documents'

Technicol Documentotion/DHF Ref./ DOC1143669, of the product to which thrs declorotion

relotes.

EC certificote: opprovol of full quolity ossuronce system (Annex ll of the medrcol devices

directive 93l42EEC] delivered by TUV Rheinlond LGA Products GmbH, TillystroBe 2,90431

Ngremberg, Germony, Notified Body # 0197, Certrflcote N" HD 60038994 0001 issued June 21.

ln1 1

List of hor-monized stondords opplied for CE morking is locoted in the Technicol Documentotion

file for this product

City. Doy Month -Yeor

Reference of the Declorotion: DOC10lr4546
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Versta i.i angl4 kalbos

GE HealthcareDatex-Ohmeda

Mes:

ParaSas:

Miestas:

Data:

EC ATITIKTIES DEKLARACIJA
Europos Tarybos Direktlvai 931  L|ECC

Gamintoias
Datex-Ohmeda
3030 Ohmeda Drive
P.O. Box 7550
Madison, WI53707-7550
USA

EB ATSTOVAS
GE Healthcare Finland OY

Kuortaneenkatu 2

Helsinki, Finland
Fr-00s10

pareiSkianre. kad Zemiau nurodl'tas gaminys:

Avance CS2
Programine iranga 10.X

Pirmas serijos numeris: APKROO100

GMDN Kodas 377LIUMDNS kodas l0-f34
Klasifikacija pagal 93l42lEC: Klase IIb: Priedas IX Taisykle 1l

Tiems su kuriais susi.iusi 5i deklaraci-ia, atitinka su medicinos prietaisq direktyvos

93 I 42 IEEB nuo statas, taikomas reikalavimams.

Si atitiktis yra grindZiama Siais elenlentais:

- Informacija. itraukta i dokumentus:

Technine dokumentacrla / DHF Ref./DOCI 143669,produkto, kuriam skirta 5i deklaracila

- EB sertifikatas: patvirtinimas visiSko kokybes uztikrinimo sistemos

(1 priedas medicinos prietaisq Direktyvos 93142 EEB) pristatymas TUV Rheinland LGA
producrs GmbH, Tillystrase 2,90431 Niurnbergas, Vokietija, notifikuotoji !staiga # 0197 ,

paZymejirnas Nr HD 60.038.994 0001 i5duotas Bir 21,2011

- Oarnilti,l standartq s4ra5as kreipesi del Zenklo "CE" yTa patalpinta technineje

dokumentacijoje aPie 5i Produkt4

Nuoroda i deklaracijos: DOC 1 044546

Vardas, pavarde

Agata AnthonY
Vyresnioj i reglamentavirno reikalq special i ste

/paraSas yral

Milwaukee, WI

2012 m. Rugsejo 20 d.




