
Prohl65eni o shodd
podle $ 13 odst. 2 zAkona t'. 2211997 Sb., o technickich poZadavcich na r,nirobky a o zm6n6 a dopln6ni
ndkteqfch z6kon0 ve zndni zdkona e. 7112000 Sb. a naiizeni vt6dy e. $ltZo}l Sb. v ptatn6m zn6ni,
ktenimi se stanovi technicke pozadavky na zdravotnick6 prostiedky (d6le jen NV).

Dovozce: Fresenius Medical care cesk6 repubrika spor. s r.o.
LuZnS 591, 160 00 Praha 6
leo 45790884

prohla5uje, Ze u

zdravotnickeho prostiedku: infuzni pumpa - linedrni d6vkovad

typ: Base A, Module DPS, Module MVp

viirobce: Fresenius Vial S.A. , Brezins, Francie

0del pouZiti: intravenozni poddvdni infuze

tiida lpoore S 6 NV) ll b

bylo provedeno posouzeni shody jeho vlastnosti stanovenlim postupem dle
uvedenfch piedpisfi, 2e vlastnosti zdravotnick6ho prostiedku spliuji zdir<ladni
poZadavky, 2e zdravotni prostiedek je pro urdenf ucel pouZiti za obvyklich
podmlnek bezpednf, 0cinnf a vhodnf pro pouZiti pii poskytovdnf zdravotni pede a
vfrobce piijal opatieni, ktenlmi zabezpeduje shodu v5ech zdravotnickfch prostiedkfi
uvdddnfch na trh s jejich technickou dokumentaci a se z6kladnimi poZadavky.

Pro posouzeni shody byly pouZity:

technick6 piedpisy:

sm6rnice ES:

naiizeni vl6dy d,. 18112001 Sb. v platn6m zn6ni

93t42tEEC

harmonizovan6 normy: EN ISO 9001, EN 46001

Pro posouzeni bylo pouZito postupu podle piilohy ll. odst. 3 NV s 06astf autorizovan6
osoby AO 202, Strojirenskeho zku5ebnlho 0stavu, s. p., Hudcova s6b, 621 00 Brno,
d. rozhodnuti 8-30-01314101 ze dne S. 11.2001.
Technick6 dokumentace se uchovdvd u dovozce.

Ing. David Proke5, iednatcl
TNESEruIUS MEDICAL CARE

f#faffi;;::
. . . . . . . . . . . . .Ta l . r  t9$ .99 .9 .?1 .? . . .  o . . . . . . . .

jmeno a fCIl$i#t&F8tJbore osoby

V Praze dne 15.8.2002
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Fresenius HemoCare

DECLARATION OF CONFORMITY
DEGLARATION DE CONFORM|TE

f Fresenius Vial
Infusion Technology

Directives 93l42lCEE - 93/68 CEE

As legal reprcsentative of the manufacturer within the EEC, t dectare under our own responsibitity that the above producg arein conformity with the essential requirernents of the above mentioned direcfives and spe cificaly Annex It of the MD directive93/42 EEC.

En tanl que fabricant et repr6sentant l6gal du fabricant 6tabli dans ta GEE, je d6clare sous notre propre responsabitit6 que lesproduits ci-dessus sont conformes aux Gxigences essentielles des Dircctives mentionn6es et particutidrement d I'annexe ll dela Directive 93/42CEE.

Power supply, c/ass //b
Dispositif d'alimentation, classe ltb

. Designation and serial numberc............... B.ASEA
D6signation et num6ros de s6rie BASE A

Serial number (from) - ilum6ros de s6rie (du)
. N 15780142

Accessorfes, all lot numberc / Accessoires, tous numeros de lot
R5232 Cables I cordon RS232 (ref. 07341 3 / ref. OZg41 4l

Manufacturer I Fabriquant Fresenius Vial S.A. Le Grand Chemin - 3BS9O BREZINS (France)
Tel : +33 (0)4 76 67 10 10 - Fax: +33 (0)4 76 65 56 66

fesf Profocors I Rapports de tests ........... . PV 32351929/1T - G-MED

PV 6032010 (CB) - LCIE

PV 6029010 (CB) - LC|E

PV 15263020- LC|E 5302840 -
LCIE _ G-MED

PV24964030 (CB) - LC|E

PV 32351929/1T - G-MED

RPV0197 (section 3 919 / section 5
s36)
PV 411 618 A - LC|E

PV 411 618 B - LC|E

P V 1 5 2 3 - E M C - S M E E

PV 1532 - EMR - SMEE

PV 1543 - IMM - SMEE

PV 9902 _ 1341 * EMR - SMEE

PV 9902 - 1342 _ EMR- SMEE

PV 9903 - 1373 - EMC - SMEE

PV 9903 - 1377 - SAF - SMEE

PV 9903 - 1378 - EMC - SMEE

PV 9903 - 1382 - EMI _ SMEE

Place and date of issue
Lieu et date d'6mission

Name and signature of the legat representative within the EEC
Nom etsignature du repr6sentant l6gal dans la CEE

BREZINS, 20 Feb .2001 Pierrc Rebours Quality and Regulatory Affairs Manager
Directeur Qualit6 et Affaires R6glementaires

Doc Ref :40.doc DT0004 - ADMI/AI Rev 5
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f Frgrcnius Vial
Infusion Technalogy
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HF1/0189-A - Fmsenlua Vlal
FPV018g-B - Freserrlus Visl
EPVnt8ff,0 - FrBBBnius Vial
HFV0197-B - Fresenius !6sl
RFV035S - Fresenius Vial
CF-SE.'0|S - Fr€Ef,nlug Vlfll
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Lbflion MODULF MVP+ pArmet le fonc:tlonnEnt Eur ssclsur, Glasse llb

n E c LAHA rt0rlt OF COIUFOFrl,ttrr
TTEC LAHA ilOfiT DE COTUFOF MITE
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Fresmius l'lemoCare

f Ftueenius Ua
Infusion Technologt

DECLAHATIOH OF CONFOHT'JIITY
i F E

DECLAHATISN TTE CONFOHMITE
Dircetluec S3/*3ICEE - ggFg CEE

r l'trttrrlbctumrtr Fabr{qurrl Fraasnhe Vinl.S.A, LB Grqnd {hemin " 86SCICI EnEANg {France}
Tel ; +39 {01{ 78 B? 1 0 10 - Fsx : +33 {0}4 76 S5 50 8E
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nBOAPETIETIT POAR T'EI/ALAANON OES OISPOSITIFS IIEDICAIIX
ATTESTATION/ CERI'F'CATE N" 0224 ' B2P3 / 3
Renouvellement et extension de I'attestatlon d6llvr6e le 2l novembre 2000
Renewal and extension of cedificate dated on November 21s, Z0O0

D6livr6e i Paris le 26 ao0t 2003
lssued in Parts on August 2f , 2003

GIE G-MED

Approbation du SystCme Qualit6 Gomplet d'Asssurance Qualit6 I Approvalfull Quality Assurance Sysfem
ANNEXE ll point 3 Directlve 93/42/CEE relative aux dlsposltlfr m6dicaux

ANNEX ll sectrbn 3 DIRECTIVE W4AEEC conceming medical devices

ATTESTATION CE I EC CERTIFICATE

FRESENIUS VIAL
Le Grand Chemin
38590 BREZTNS
FRANCE

Fabricant (nom et adresse)

Manufacturer (name and address)

Gat6gorie du dispositif Dispositifs de perfusion et nutrition :
pousse-seringuesr pompes volum6triques,
stations de pertusion, et accessoires associ6s.

lnfusion and feeding deyrbes ;
syrtnge pumps, volumetric pumps, infusion workstation,
and assocrafed accessonbs.

Device category

Le G-MED atteste qu'i l'examen des r6sultats figurant dana les rapporb df6renc6s D030983-lle systdme d'assurance
qualit6 - pour la conception, la production et le contr6le final- des dispositife m6dicaux 6num6r6s cl-dessus est
conforme aux exigencea de I'annexe ll polnt 3 de la Directive 93/42fCEE.
G-MED ceiifies that, on lhe basls of the results contained in the files referenced DA30983-1, the quality syslem -for design,
manufacturing, and final inspection - of medicat devices listed herc aboved complies with the requirements of the Directive
9Y42/EEC, annex ll secfibn 3.

Gette attestation est valable jusqu'au : 25 ao0t 2006 (inclus)
This certificate is valid until : August 2f , 2006 (includqfl

E ( ( 0459

83 1999-0$15

G-MED - Groupement d'inler6t economique r6gi por l'ordonnonce du 23 septembre 
.l967 

modifi6e - SIREN 395 030 505 RCS Nonrene
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YFrmniusMal
Infusion Technology

IDENTIFICATION OF DEVICES
IDENTIFICATION DES DISPOSITIFS

Pompe i perfusion

MODULE MVP (MS /ST/ PT}
MODULE MvP+ (MS I ST / PT)
OPTIMA MS / MCM,f40 MS
OPTIMA PTl MCM.I4O PT
OPTIMA ST / MCM 550 ST
OPTIMA VS / MCM /+40 OT
OPTIMA GRASEBY

Pousse-seringues

INJECTOMAT 2OOO
INJECToMAT 2OoO ANASTHESIA
INJECTOMAT2OOO MC
INJECTOMAT2OOO P
MASTER PCA
MASTER TCI
MASTER TCI (DEBTT MASSTOUE)
MODULE DPS
MODULE DPS VISIO
PILOTE A2
PILOTE ANESTHESIE
P]LOTE ANESTHESIE 2
PILOTE C
PILOTE DELTA
PILOTE HYPERBARIC

Station de perfusion

BASE A
BASE INTENSIVE
BASE TCI
BASE PBIMEA

Infusion pump

MODULE MVP (MS / ST / PT)
MODULE MVP+ (MS I sT / PT)
OPTIMA MS/ MCM 440 MS
OPTIMA PT/ MCM,+40 PT
OPTIMA ST / MCM 550 ST
OPTIMA VS / MCM 440 OT
OPTIMA GRASEBY

Syringe pump

Glass /Glasse: l lb

ClasslGlasse: l lb

INJECTOMAT2OOO
INJECToMAT 2OOO ANASTHESIA
INJECTOMAT2OOO MC
INJECTOMAT2OOO P
MASTER PCA
MASTER TCI
MASTER TCI (ANAESTHESIA)
MODULE DPS
MODULE DPS VISIO
PILOTA2
PILOT ANAESTHESIA
PILOTANAESTHESIA 2
PILOTC
PILOT DELTA
PILOT HYPERBARIC

Infusion work station Glass / Classe : llb

BASE A
BASE INTENSIVE
BASE TCI
BASE PRIMEA

Fresenlus Vlal
Le Grand Chemin
38590 Br6zins - France
T6l. : +Str| (0)4 76 67 10 10
Fax :+33 (0)4 76 65 56 66
Etnail r conttrt.vialG}fresenius-hemocare.com

0459 reconnait que scn certificat CE est
valide pour lss dir;p.rsitiis rr+irj. ddcrits

recognizes tha.l ils EC ceriilii,a:e is varrd for
tng rreCi:al devices listed

AOUT2003

Addendum CertificatAn. ll - O224|B2PU3 / N"FV I


