Y Fresenius Vial

Infusion Technology

DECLARATION OF CONFORMITY
DECLARATION DE CONFORMITE
DICHIARAZIONE DI CONFORMITA’

Lirective / Direttiva - 93/42/CFF

. Deavice type, class Vuturnche: purmngy. Class b
] Type d'appareil, classe Pomps volumetrique, Classe Hb
i Tipo di pompa, classe Pompa volumetrica, Classe b
. Brand !/ Marque / Marca Fresenius Vial
. Designation and serial numbers OPTIMA ST/MCM 550 ST
2 Y t t éros de série
Désignation et num OPTIMA MS / MCM 440 MS

Designasione del tipo e numero di serie

OPTIMA PT / MCM 440 PT
OPTIMA VS /| MCM 440 OT

A sertal nurmbers ¢ Toul nuriero de séne S Tutti numernn di serie

Accessories, afl ol numbers For OPTIMA V5 and MS /Pour OPTIMA VE and MS 7/ Her OF HMA VS and MS -
ACCESSOIres, tnus niméras de lot » Drop detector option ! Option détecteur de gouttas

for alf OPTIMA types 7 Pour tous les types dOPTIMA Y Por tutti OPTIMA

. High stabitity roffing stand 186/ Pied roulant 180

. Cast son base 7 3ocde fonte extra

. Transrail 120

Rs232 cable / rordon RG22/ Cavo R5232

Accessorn, W numen di lotto

Compatible devices OPTIMA MS ¢ MCM440 MS <> MS tubing sels
Dispositifs compativies OPTIMA PT, OPTIMA S MCM 440 PT. MCM 440 OT 55VS tubing sets, Fresenius
Dispasitivi compatibili rudrop ar PL. Braunintrafix, BD RR7. MCMADN, Codan PVC

OPFTIMA ST/ MCMSS0 51 <5 Fresemus mbiadrop Diabolo, MCM 500 Fresenius
Intradrop Air V3 Araun infusomat laitung

. Manufacturer | Fabriquant ! Fabbricante [resenius Vial S AS. Le Grand Chertin - 38590 BREZINS [France)
Tl +33¢M4 76 67 10 10 - Fax: +33 (014 76 65 56 66

. Sund;rds / Normes / Normative
CEI60 601-1 MEDICAL FLOCTRICAL CQUIPMENT . GENERAL REQUIREMENTS FOR SAFETY
APPAREILS ELECTROMEDICALIX - REGIFS GINFRALES DT SCCURITE
CEl 60 801-1-2 MEDICAL ELECTRICAL EQUIPMENT - GENFRAL REQUIREMENTS FOR SAFETY - 2 Collatersl slandard .
gleciromagnetc cormpetibily
APPARFII 5 FI FCTROMEDICAUX - PARTIE 1 REGLES CENERALES UE SECURITE 2 Norme
collaterale . compatbiite Slectromagnatinue ] N
CEI 60 601-1-4 MEDICAL ELEC THICAL EQINPMENT GENERA! RFQIUIRFMENTS FOR SAFLCTY - 4 Collaters!
standard - programmable electromedioal devies
APPAREILS ELECTROMFMCAUX - RECGI TS GENCRALES DE SECURITE - 4. Nomme collaleiale | systome
electromedicaux programunables
CEI 60 601-2-24 MLDICAL ELECTRICAL EQUIPMEN! | speaific cequirements for pumps and infusion devicas
APPARFILS FI FCTROMF’ DICAUX - Regles particuliéres de sécunle des pumpes elicgulaleurs de perdusion

. Test Protocols | Rapports de tests / Techmical fig § Dosswe Techmigue ¢ Manuaie tecnicn - DTOOAR
Rapporti di test

Ay leyal copresontative of the mamifacturer within the [CC ! declare under our own responsibily thal the above products are i

conformty witt the essentul requremenits of the above mentioned directves and specificaly Annex It of the MD duective 93/42 £EC

Cn tant que fabricant et représentant legal du labncant clabik dans la CEE je déclare saus notre propra rasponsabilite que les produits
0 deanus <ant conformes Aux exigences assantislias das Directives mentioninges et parbicubererient a annexe I de la Directive
9342CEE.

Fssendo fabbricante’rappresentante legale del tabbncanle stabieu nella CEE, dichianamo softn 1a nostra propria respansabilita che ta
pornp conforme ai dati inclusi nel manuale tecnico come pure alle esigenze essengal defle Diellive olate sopra ¢ pio particolarmente
all allegato I detta Direttiva 9342 £EEC.
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Quality and Reguiatory Affars Manayger 7 Duectear Quahic ef Affaires Réglementaires
Dircttore Qualith e per i3 reqolameantaziona




