Y Fresenius Vial
Infusion Technology

DECLARATION OF CONFORMITY
DECLARATION DE CONFORMITE
DICHIARAZIONE DI CONFORMITA'

Directive | Diratliva : 93/42/CEE

«  Dovice typm, class Volumaelnic pump, Class b
Typa d'apparell, clases Pomps volumetrique, Classe (1D
Tipo di pompa, ul'-t!u Pompa vihametrica, Classa [l

«  Brand | Marque | Marca Fresanius Vial

+ Desanaton s serialnumbers "~ OPTIMA ST/ MCM 550 ST ]
Biigjasicn ot numaros e sbvis OPTIMA MS / MCM 440 MS

Designezions dol tipo & numero di serk
OPTIMA PT [ MCM 440 PT

OPTIMA VS | MCM 440 OT
AR spriad numbers | Toul numdro do sére / Tutth numess d| sorle
Accazsordan, all Iof numbens Fer DPTIMA VS and MS / Pour OPTIMA VS and MS / Per OPTIMA VS and MS
Accosaoines, ous numdros da ol «  Drop detectyr option | Option détecteur de gouttan
Accesso, Wl numen di lotto For all OPTIMA lypes /Pour tous s types SOPTIMAY Par tuttl OFTIMA
v High stabiiry miling stand 180/ Pied roulant 180
v Casl ion bose / Socle fonte exira
. Transrm! 120
Rea52 cable / cordon RS232 ( Cava RS20

Compatible devicos OPTIMA MS [ MCMA440 M5 < MS lubing sets
Dispositits compatibies OPFTIMA PT. OPTIMA VS, MCM 440 PT, MCM 440 OT VS tubing vets, Frasenivs
Dispositivi compatibill infdrog alr PD, Braun intrafix, BO RET, MOM400, Codan PVC

OPTIMA ST/ MCMSS0 ST < Fresenius Intradrop Diabolo, MCM 500, Fresenius
Intradrop Alr VS, Braun infusomat lallung

«  Manufscturer{ Fabriquant { Fabbricants  Fresenius Visl S.A.S. Le Grand Chenin - 38500 BREZINS (France)
Tel - +33 (0% T8 67 10 10 - Fax : +13 (04 76 65 56 68

= Standards / Nonmes | Normathee
CEl 60 601-1 MEDICAL ELECTRICAL EQUHPMENT : GENERAL RE CLIREMENTS FOR SAFETY
APPAREILS ELECTROMEDICAUX : REGLES GENERALES DE SECURITE
CEl 80 B01-1-2 MECUCAL ELECTRICAL EQUMT - GENERAL REQLIREMENTS FOR SAFETY « 2 Coflaters] staridaid .

slecliromegnetc compelibisly
APPAREILS ELECTROMEDICALIX - PARTIE 1: REGLES GENERALES DE SECURITE -2, Morme

collalérabe ; compalibdiié Sectrom tigua
CEIl &0 601-1-4 MEDICAL ELECTRICAL EQUIFMENT : GENERAL REQIUMREMENTS FOR SAFETY = 4. Collaters!
slandand | programimabds sleciromedoal devies
APBAREILS ELECTROMEDICAUX : REGLES GENERALES DE SECURITE - 4. Norme coflalerale | syslime
glectromediceus programmables I

CELB0601-2-4  MEDICAL ELECTRICAL EQUIPMENT : spocife requirements for pumps and imfusion davices
APPAREILS ELECTROMEDICALY : Régles parficuliéres de sécuritd des pampes ¢ régulateurs de perfusion

s Test Protacois / Rapports te tests / Technical fle / Dossier Technique | Manusle tecnica : 0T0038

Roppori di est

As fogal repressmiative of the manifaciirer within i EEC, | dedlars urder our ow respanaibibdy thal the above products are in
conformity with the essental requiraments of the above mentioned dirscthas and specificaly Annax Il of the MD directive 3342 £EC,
En tant que fabricant st représentanl iégal du fabricant éatiidens CEE. j& déclare Sous notre propre responsabilita qua les prodults
ci-fonsus son conformes aux exigencas assanfalles des Directives menicnniées e particudremant 3 'annexe || de la Directive

D32 CEE.

Essando hbbrcanterappresentants egele del ebbricanio stabilila nofla CEE, dichiadame sotl ka nostra propria respansabilti che la
pampa conforme af datl Inclusi ned mandiale lecnica coma pure she esigenze essercil delle Diretllive diate sopa e piu particalamenta
all allegato N defia Diretlive 9342 EEC.
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Quality and Regidatory Alfaics Manager / Direcleur Gualld of Afiaires Réglomentaires
Dirotiore Qunits 8 par la regolamentazicna




