
Prohli5eni o shodE
se Sm6rnicf 93l42tEEC pro zdravotnick6 prostiedky

Vyrobce: Cardinal Health Switzerland 317 Sirl
(Cardinal Health, Alaris@ Products)
LL Route de la Vall6e
1180 Rolle
Svfcarsko
Tel: +4121822 5300
Fax: +41218225301

Typ vyrobku: Alaris@ volumetrickr[ infuzni pumpa

Popis vfrobku/skupina: Alaris@ GW volumetrickf pumpa

EC tiida vyrobku: IIb

iislo GMDN: rti2ts

Tfmto prohlaiujerne, ie ryiie uveden!, ulrobeVujroblry podrobnd specifikovand v pitloze
,,Produkt Schedule" splfiuj{ prisluYnd ustanoveni Smdrnice Rady 93/42/EEC ze 14. iervna
1993, jsou v souladu s piilohou II Postup posouzenf shody a maj{ registrovany systdm kvality
verifilrovan!, BSI (Britslcj, istav pro standardizaci), Notifikovand zkuflebna i. 0086
(EC Certifiluit i. 502238)

Technick6 dokumentace: TF02 I

Podpis:

Datum: 9. srpen 2006

Jednaci iislo prohlf,Senf: DC008
Cardinal Health

Yydani:12

Pierre Rebous

ft.editel odddleni kvaltty a piedpisti
Klinick6 technologie a sluZby
Mezinarodni obchod

Pierre Rebous podepsal tento dokument jala jednatel a jmenovarj,zastupce spoleinosti Cardinal Health,
Alaris@ Products
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Cardinnl llealth $wltzerland 317 Slrl
(Csrdlnal Haalth, Alorls@ Products),: :
ll Route do la Valtdo I , : ,
1180 Rolle
Swltzerland
Tell
S'axi

+4t21 822 5300
+4t21s?,a 3901

rfl

Alarls* Yolumetrlc Infuslon Pump

Alarls@ Gw volumetrlc Pump

u b  
l

13215

EC Declaration of Conformlty to
Medic*l Devices Directive 931 42ffi8 C

Manuficturen

Devlce Typel

Devlce DescrlptlonlFamlly :

SC Ptoduct Class:

GMIIN.Numberr

We herewith declare that the produc(s) Itsled. above and detalled in the attached
Produet Schedule conform to the relevant provisions of the EC Councll Directive
93/42/EEC dated 14 June 1993, are in aecordance with Annex II Conformity
Assexsment Proaedure, and have a registered QralW System vqrifted by BSI (Brittsk
Standards Institu.tion), Notified tsody No, A\Sd (EC Certificate No, 502238)

Issue Level: 12

Pierre Rebours

Qraality & Regulatory Affairs Direotor
Ctinical Technologies and S ervices
Intsrnational Business

Signed as Ageiltfu, and Deslgnated Representsiiie of, Card.tna! Itoaltht Alarts& F.roclucts

Doclaratlou Referencei DC008 Page I of2

Tochnical File: TF02l

Date: gtrt August 2006

CardlnalHealth



PROIIUCT SCHEDULE
Alaris@ G\ry Large Volume Infitslon Pump

GMDN Number: 13215

Part
Numbei , Descriptlon EC Product Class

2s041GBD1Alarisw GW. Enelish. Dedio. RS232 I Ib
2s04rGBNtAlaris' GW. Enslish, Multidedic, RS232 I Ib
2504lRSn{1Alaris'GW, Rest of World, Multidedio trb
25042NLD1 Alaris* GW. Duteh. Dedic.. RS232 I Ib
25042NLN1Alaris' GW, Dutch, Multidodic., RS232 I Ib
25042GFD1Alaris- GW. Enelish. Dedic.. RS?32 I b
25042FRD1Alariic'GW, French, Dedic., RS232 trb
25042FRN1 Alaris* GW, French" Multidsdia., RS232 I Ib
2s042DHn1Alaris- GW, Gerrran, Dedic., RS232 n b
25042D8N1 Alaris' GW. German. Multidedic.. RS232 I Ib
2sa42rrDl Alanis- GW,Italian, Dedic,, RS232 trb

25M2NOD1 Alaris' GW, Norwegian" Dedic., RS232 I Ib
25042PTD1Alarisw GW. Portuguese. Dedic." RS?32 I Ib
25042ESD1Alaris* GW. Spanish. Dedio.. RS232 I Ib
25042RWN1Alaris* GW, R.est of World, Multidedic. n b
250d+2SED1Alaris!" GW. Swedish, Dodic., RS232 I Ib
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