
We, declare under our sole responsibility that the product(s) listed below to which this declaration
refatss are in conformity with the applicable provisions of Directive gBtAZlEEC of 14 June 1gg3.
concerning medical devices.

Manufacturer:
Flespironics, lnc.
1001 Murry Ridge Lane
Murrysville, PA 15668-8550 USA
Tel: 800-345-6443

European Representative:
flespironics Deutschland
Gewerbestrasss 17
82211 Herrsching
Germany
Tel; +49 8152 930640

Notified Bodyr
TUV Froduct Service
Number 0123

EC Certificate Number:
G1 04 01 15581 023
March 1, 2006

Conformity is declared
to:

Annex I Essential Requirements
Annex ll Full Ouality Assurance Syslem

Product Category: Alice S Polysomnography System

Part Number(s) and Brief PN 1017226 Alice S, Domestic
Oescription: pN 1017227 Alice 5, Base Station, Domesrrc

PN 1017228 Alice 5, Headbox, Domestic
PN 1017229 Alice 5, lnternational
PN 1017230 Alice 5, Base Station, International
PN 1017231 Alice 5, Headbox, lnternational
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EN rSO 13485 EN 60601-1 EN 60601-1-2 EN 60601-1-4
EN rSO 14971 EN 1041

Date of lesue/Update of
Declaration: See signature date below

Range of Conlrol
Numbers for Product
(if applicable);

Al l

I I
I  November 1.2004
I Date

Approved By:
(eignature) /r,fu

David J. Vanella

Title: Director, Quality Assurance, Homecare Division
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Respironics, Inc.
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REF: QSP7,9-064

Version: 00
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Bevision. 0
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Respironics, Inc.
Frohld5enf o shod6

6&\

Vfrobce:
Respironics, Inc.
1001 Murry Ridge Lane
Mr"rrrysville, PA 15668-8550 USA
Tel,: 800-345-6443

Datum vydhni/
Aktualizace prohld5eni

F unkce:

Evropskf zdstupce:
Respironics Deutschland
Gewerbestrasse 17
82211 Herrsching
Ndmecko
Tel.; +49 8152930640

Notifikaini org6n:
TUV Product Service
e isto otz:

certifikdtu EC:
G l  04  0 l  15581  023
1.3.2006

FrohldSenf shody podle: Fiilohy I Zhkladni poZadavky
Piilohy II Kompletnf syst6m zaii5t'ov6ni kvali

Kategorie vfrobku: Polysornnografick! systdm Alice 5

isla souidstf a kr6tkf PN
PN
PN
PN
PN
PN

l01l7226
10r7227
1017228
101',/229
1017230
1017231

Alice 5, dom6ci
Alice 5, zhkladni stanice, domdcf
Alice 5, hlavovli box, dom6cI
Al ice 5, mezin6rodni
Alice 5, zhkladni stanice. mezindrodnf
Alice 5, hlavov'i box, mezinilrodni

Klasifikadnf krit6rium :
En ISO 13485 EN 60601-l
ENISO 14971 EN 104i

Viz podpis a datunt nile

Rozsah kontrolnich
iisel pro vj'robek:

Schvrilil:
(Fodpis)

Podpis neditelnf

David J. Vanella

1,11.2004

Datum

Reditel ii5t'ov6ni kvalitv" divize dorn6ci

Datum ridinnosti: EDMS Strana 1 z I Formul6i: 1215
Revize: 0



Jako tlumolnik jazyka anglick6ho a Spandlsk6ho jmenovany rozhodnutim Krajskdho soudu v
Brnd ze dne 8.10.1997 , (, j.2556l96,jsem provedla pieklad piipojen6ho dokumentu do
deskdho jazyka.

Pieklad je spr6vn;f a doslova souhlasi s piipojenlfm anglic[fm textem. Ukon je zapsdnv
tlumodnick6m denfku pod d. 2891107.

27.inora2007

TuTt' {*u{}'ai* ,
PhDr. Karla DohnalovS
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