EC Declaration of Conformity to
Medical Devices Directive 93/42/EEC

Manufacturer: Cardinal Health Switzerland 317 Sarl
: (Cardinal Health, Alaris® Produets)
11 Route de la Vallée
1180 Rolle
 Switzerland

Tel; +41 21 822 5300

Fax: +41-21 822 5301
Device Type: : Alaris® Syringe Infusion Pumps
Deviee Deseription/Family - Ala‘ris® GS/GH/CC Syringe Pump
EC Product Class I b
GMDN Number: 13217

- We herewith declare that the produci(s) listed above and detailed in the attached
Product Schedule conform to the relevani provisions of the EC Council Directive
93/42/EEC dated 14 June 1993, are in accordance with Annex. Il Conformity
Assessment Procedure and have a registered Ouality Management System as verified
by BSI (British Standards Institution) Notified Body Ne. 0086 (EC Certificate No.
502238) '
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Teohnical File: TFO12

~

. Issue Level: 18
- .,

Signed: - — Plerre Rebours

Date: 9th August 2006 Quality & Regulatory Affairs Director
Clinical Technologies and Services.
International Business

Signed as Agent for, and Designated Representative of, Cardinal Health, Alaris ® Products
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PRODUCT SCHEDULE
Alaris® Syringe Infusion Pump (GS/GH/CC)

‘GMDN Number: 13217

.Nll::llal;er » Description. EC Product Class
80013UN00 | Alaris® GS, Universal , b )
80013UNO1 | Alaris® GS, Universal, RS232 | b
80023UN00 | Alaris® GH, Universal » | Ib
80023UNO1 | Alaris® GH, Universal, RS232 ' b

['80033UNNO | Alaris® CC, Universal ' ' b
80033UNNI | Alaris® CC, Universal, RS232 , b
80033UNDO | Alaris® CC, Universal, Dedicated b
'80033UND1 | Alaris® CC, Universal, Dedicated, RS232 Ib
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Prohliseni o shodé
se Smérnici 93/42/EEC pro zdravotnické prostiedky

Vyrobce: Cardinal Health Switzerland 317 Sarl
(Cardinal Health, Alaris® Products)
11 Route de la Vallée
1180 Rolle
Svycarsko
Tel: +4121 822 5300
Fax: +41 21 822 5301

Typ vyrobku: Alaris® Linearni davkovace

Popis vyrobku/skupina:  Alaris® GS/GH/CC Linearni ddvkovaé

EC ttida vyrobku: IIb

Cislo GMDN: 13217

Timto prohlasujeme, Ze vySe uvedeny vyrobek/vyrobky podrobné specifikované v priloze
»Produkt Schedule“ splinji prislusna ustanoveni Smérnice Rady 93/42/EEC ze 14. dervna
1993, jsou v souladu s prilohou II Postup posouzeni shody a maji registrovany systém kvality

verifikovany BSI (Britsky ustav pro standardizaci), Notifikovand zkuSebna ¢ 0086
(EC Certifikat ¢. 502238)

Technickd dokumentace: TF012 Vydani: 18
Podpis: Pierre Rebous
Datum: 9. srpen 2006 Reditel odd&leni kvality a predpisi

Klinické technologie a sluzby
Mezinarodni obchod

Pierre Rebous podepsal tento dokument jako jednatel a jmenovany zastupce spolecnosti Cardinal Health,
Alaris® Products

Jednaci ¢islo prohlaseni: DC 004 Strana 1 ze 2
Cardinal Health
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