
GE Hc.crlIhccire

8880 Gormon Rood
Lourel. MD 20723
USA

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

EC Declorotion of Conformity

We: Ohmedo Medicol,
A division of Dotex-Ohmedo, tnc.,
A Generol Electric Business
B8B0 Gormon Rood
Lourel, 20723 MD USA

EURepresentotive: Dotex-OhmedoLtd
Ohmedo house
71 Greot North Rood
Hotfield Hertfordshi re
AL9 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 93/42/EEC. 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 Wormer
Clossificotion: llb
GMDN-Code:36856
Dote lssued: June 23, 2010
Notified Body: British Stondords tnstitute
Notified Body Number: 0086

Complionce of the designoted product with the Directive 2oO7/4ZlEC hos been certified by:

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

A Generol Electric Business

Technicol Dossier: DOC0356816

Authorized Signoture: Adrienne Lenz

Title: Regulotory Affoirs Director

Sisnoture: &l^") {r-*------(J--
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Appendix

Options Avoiloble:

Bog ond Mosk Resuscitotion System
Bog ond Mosk Resuscitotion System with Blender ond High pressure yokes

T- Piece resuscitotion System
T-Piece resuscitotion System with Blender ond High pressure Vokes
No-resuscitotion

Accessories ond Spore ports for Giroffe Bedded Wormer:

Aimoble Procedure Light
Probe Ponel with Potient temperoture Probe ond ln-Bed Scole connections
Giroffe ln-Bed Scole

Disposoble Potient Probe
Reusoble Potient Probe

lV Pole



GE Healthcare

8880 Gorman Road Laurel.

MD 20723 JAV
'f+ 1 I 410 388.x 5200 F +l I1l0 888, x 0511

EB Atikties Deklaracija

Mes: Ohmeda Mcdical,
A division of Datex-Ohmcda, Inc.,
A General Elcctric Business
8880 Gorman Road Laurel. 20723 MD JAV

ES Atsovas: Datex-Ohmeda Ltd
Ohmcda house 7l Great North
Road Hatficld Hcrtfordshirc AL9
5EN Angliia

Siuo parciSkiu, kad produktas irio galimybes, priedai bei komponentai, iSvardyti prieddlyje, patciktame.iioje
deklaracijoje. atitinka esminius EB medicinos prietaisq direktyvos 93142 I EEts II priedo reikalavimus. Si
deklaracija grindZiama m[sq notifikuotosios !staigos scnitikavimu del mlsq svetaines kokybcs sistemos ir
gaminio. kurj pateikia j nnkq gaminto.ias. trpq .

Produktas: Cirafle Warmcr
Klasifikaci.la: llb
GMDN kodas: 36856
tlleidimo data: 2010 m. BirZclio 23 d
Notifikuotoji istaiga: Britanijos standartq institutas
Notil'ikuotosios jstaigos nurncris: 0086
Paskino gaminio atitikti Direktyva'i 200"111'l / EB patvirtinol

Ohmeda Medical, "I)atex-Ohmeda "

padalinys, iskaitant "(]eneral Electric Business"

Technind dokumentacija: DOC03568 I 6

[galiotas paraias: Adrienne Lenz
Pavadinimas: Ry5iq reguliavimo reikalq direktorius

/paraias/
data: 201 0 birZelio 23d.
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Priedas

Galimos funkcijos:

Krep5ys ir kauke Gaivinimo sistema
Krepiys ir kauke Caivinimo sistcma su blenderiu ir auklto slegio
iutikliais
T-Jungtics gaivinimo sistcma
"T-Jungties" gaivinimo sistema su blenderiu ir aukito slcgio juosromis.
Caivinimas nereikal ingas

Priedai ir atsargin0s dalys, skirtos Ziratai padengtiems Sildytuvams: ti

Tinlrmos procedIros iviesluvri
Zondo skydelis su paciento tcmperatlros zondo ir lovos rnastelio
jungtimis.
Giraffe svarstykles loco.jc
Vienkartinis paciento zondas
Daugkartinis paciento zondas
IV stovas




