
GE lleolthccire
8880 Gormon Rood
L0urel. MD 20723
USA

T +1 1 410 888, x 5200
F +1 1 410 BBB. x 0544

EC Declorotion of Conformity

We: Ohmedo Medicol,
A division of Dotex-Ohmedo, lnc.,
A Generol Electric Business
8880 Gormon Rood
Lourel,20723 MD USA

EURepresentotive: Dotex-OhmedoLtd
Ohmedo house
71 Greot North Rood
Hotfleld Hertfordshire
ALg 5EN Englond

Herewith declore thot the product ond it's options, occessories ond components listed in the oppendix
covered under this declorotion complies with the essentiol requirements of the EC Medicol Device
Directive 92l43lEEC, Annex ll. This declorotion is bosed on our Notified Body's certificotion of our site's
Quolity System ond the design ond the type of product ploced on morket by the monufocturer.

Product: Giroffe lncubotor
Clossificotion: llb
GMDN-Code: P 36025
Dote lssued: )une 24,2010
Notified Body: British Stondords lnstitute
Notified Body Number: 0086

Complionce of the designoted product with the Directive gzl43lEEC,Annex il hos been certified by:

Ohmedo Medicol,
A division of Dotex-Ohmedo, lnc.,

A Generol Electric Business

Technicol Dossier: DOCO73 3795

Authorized Signoture: Adrienne Lenz

Title: Regulotory Affoirs Director

Sisnorure: AJ^;*,(-?,-
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Pro440
Text Box



Appendix

0ptions Avoiloble
With in-Bed Scole
No in-Bed Scole
ln-Bed Scole/Servo O2

No in-Bed Scole/Servo 02

Accessories ond Spore Ports Port number
Air intoke filters (10), reploce every 3 months ........6600-0207-850
Humidifier reservoir ........GG00-0216-850
Reservoir top only ...........6600-1 492-50A
Reservoir bottom only................ ..............6600- j.493-500
Disposoble potient probe (10) ...............6600-0873-700
Disposoble potient probe {50} ...............6600-0874-700
Re-useoble potient pr0be............. ..........6600-08t5-7OO
Heot reflecting probe potch (50) ..........0203-j.980-300
Mottress... ..,.................6600-1 1 16-500
Routing Clips (6)

Door inner woll (with portholes) ...........6600-1201_500
Lorge centrol tubing occess grommet .......................6600-1231-500
Smoll corner tubing occess grommet .........................6600,1248-500
Porthole seol ................ ........6600-1249-500
Wristlet {10) ................. ........,6600-0211-850
lris cuff (10) ...... ......6600-0499_800

.........................6600-1557-500
Fon motor bushing ..........6G00-1440-500
Fon .......... ........,....6600-1738-500
Power cord, North Americo ....... ..........6600-0775-603
Power cord, CE ..

Power cord, UK .................G600-0574-603
Power cord, Austrolio

Service monuol .. .........6600-03s 6_000
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ES AtStoVas: Datex-Ohmeda Ltd

Ohmeda house 71 Great
North Road Hatfield
Hertfordshire AL9 5EN

Anglija

Skelbiame. kad produktas, jo pasirinkimai" priedai ir komponentai. ilvardyti priedelyje, pateiktame iioje
deklaracijoje. atitinka esminius EB medicinos prietaisLl direktyvosg?143 I EEB ll priedo reikalavimus. Si deklaracija
gdndiiama m[sq notifikuotosios istaigos senifikavimu dcl mirsq svetain6s kokybes sistemos ir gaminio. kuri pateikia

i rinkq gamintojas, tipq ir dpq.

Produktas: Girafle inkuhatorius
Klmifikacija: lIb
GMDN kodas: P 3602.5
Data illeista 2010 m. BirZelio 24 d

NotifikTotoji istaiga: Britanijos standartrl institutas
NotifikTotosios istaigos rumeris: 0086

Paskirto gaminio alitikti Direkt),vos 92143 I F,EB II priede patvirtino:

"()hnrcda \lrrlical",
" Datcr-Ohnrtrla". "(ieneral lllcctric Business" padllinr s

'I'rt 
h ni ni tloLu rrt ntut i.ia ; I X Xl(17,1.1795

Autorizuotas paraias: Adrienne Lenz

Pareigos: Ry(iq reguliavimo departamento direktorius

Psl. 1 i( 2

/paraias/
Data: 24 birielio 2010



Priedas
(litlirttos Ltlrkcrior
'Irt"llcLl srrrrlrhlcs r iiItriu
'No-llcLl Serlc hc:rarst,1'kIr I

1tr IIL:J S.irlL' l !u svlr\1,\'klatrrjsl l "Strvr' l)l
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Priedai ir atsarginds dalys Kat, Nr.
Oro isiurbimo filtrai(10), pakeisti kas 3 menesius.......................6600-0207-850
Drekintuvo rezervuaras........ .6600,0216-850
Rezervuaro viriuje yra tik............. ....................6600-1492 500
Rezervuaro dugne tik 6600-1493-s00
Vienkartinis paciento zondas (10)........ .............6600-0873-700
Vienkartinis paciento zondas (50)........ ............ 6600-0874-700
Pakartotinainaudojamaspacientozondas............... 6600-0875-700
Silumq atspindintis zondo pleistras(50) ............0203-1980-300
Ltuztntat ..6600-1115-500
Marsruto klipai (6)............. .....6500-0055-851
Durq vidine siena (su verandomis) 6600-1201-500
Dideld centrine vamzdZir.l sistema ,,grommet" ...........................6600-1231-500
Maia kampiniq vamzdeliq prieiga ,,grommet" .............................6600-1248-500
Skyliq sandariklis ....................6600-1249-500

,,wristlet" (10) .. ... ....6600-0211 850
lris maniet6(10) ....................6600-0499-800
Ventiliatoriaus sandariklis ........, ....................... 6600-1557-500
Ventiliatoriaus variklio jvore .6600-1440-500
Ventiliatorius ..... 6600-1738-500
Maltinimo laidas, Siaurds Amerika................... 6600-0775-603
Maitinimo laidas, ES............ . 6600-0574-612
Maitinimo laidas, JK............. . 6600-0574-603
Maitinimo laidas, Australi.la. ..6600-0574-613
Maitinimo laidas ltalija........ ..6500-0574-615
Maitinimo laidas,Sveicarija. ..6600-0574,627
Audinio gaubto dangtelis ......6600-0825-800
Serviso vadovas. 6600-0356-000




