ALARIS

ZDRAVOTNICKE SYSTEMY

EC prohlaseni o shodé
se smérnici pro zdravotnické prostredky 93/42/EEC

Vyrobcee: ALARIS Medical UK Itd.
The Crescent
Jays Close
Basingstoke
Hampshire RG22 4BS
Velka Britanie
Telefon: +44 1256 388200
Fax: +44 1256 388388

Prostiedek: ASENA volumetricka infuzni pumpa
Popis: ASENA GW
EC tfida vyrobku: itb

ALARIS zdravotnické systémy na adrese uvedené vyse
timto

prohlasuje, Ze vyse uvedeny vyrobek a prilozeny Seznam vyrobku odpovida pfislusnym
pozadavkum EC Smérnice Rady 93 42 EFC ze dne 4. cervna 1993 a je v souladu s PFilohou
1l Postup hodnoceni shody a s registrovanym  Svstémem jakosti, ktery byl ovéren BSI (British
Standards Institution), Autorizovanou zkusebnou ¢. 0056.

Podepsano:  podpis necitelny Caroline Prisk
Datum: 22.07.2004 ManazZer pro registraéni zalezitosti

Podepsana jako zéstupce a urCeny prestavitel ALARIS Zdravotnické systémy.
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ZDRAVOTNICKE SYSTEMY

ASENA GW Velokoobjemova infazni pumpa

ALARIS -

SEZNAM VYROBKYU

. ASENA GW,

Cislo dilu | Popis { TFida vyrobki |

i EC

25041GBD1 | ASENA GW, anglicka, Dedic. RS232 11b

25041GBN1 | ASENA GW, anglick4, Multidedic. RS232 I1b

25041RWN1 | ASENA GW, zbytek svéta, Multidedic. E 11b |

25042NLD1 | ASENA GW, holandskd, Dedic. RS232 Itb

25042NLNI1 | ASENA GW, holandska, Multidedic. RS232 ‘ [Tb

25042GBD1 | ASENA GW, anglicka, Dedic. RS232 Iib
25042FRD1 | ASENA GW, francouzska, Dedic. R§232 | 1Ib
25042FRN1 | ASENA GW, francouzska, Multidedic. RS232 1lb
| 25042DED1 | ASENA GW, némecka, Dedic. RS232 b
| _25042DEN1 | ASENA GW, némecka, Multidedic. RS232 I1b
25042ITD1 | ASENA GW, italska, Dedic. RS232 ! ifb
25042NOD1! | ASENA GW, norska, Dedic. RS232 ITb

| 25042PTD1 | ASENA GW, portuglaska, Dedic. RS232 llb

. 25042ESD1 | ASENA GW, $panélska, Dedic. RS232 1ib

25042RWN1  ASENA GW, zbytek svéta, Multidedic. RS232 b
25042SEDI $védska, Dedic. RS232 1lb

i
i
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— ALARIS

MEDICAL SYSTEMS

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

Manufacturer: ALARIS Medical UK Ltd. :
The Crescent
Jays Close
Basingstoke
Hampshire RG22 4BS
United Kingdom.

Telephone +44 1256 388200
Fax +44 1256 388388
Device ASENA Volumetric Infusion Pump
Description ASENA GW
EC Product Class Hb

ALARIS Medical Systems at the address shown above
hereby

declares that the product listed above and the attached Product Schedule conform to
the relevant provisions of the EC Council Directive 93/42/EEC dated 14 June 1993
and is in accordance with Annex II Conformity Assessment Procedure and registered
Quality System as verified by BSI (British Standards Institution), Notified Body No.
0086.

Signed: 5 . Pm/-/é Caroline Prisk 3

Date:  22.07.2004 Manager, Regulatory Affairs 5

Signed as Agent for. and Designated Representative of, ALARIS Medical Systems
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