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Fakultni nemocnice Olomouc
I.P. Pavlova 6

775 20 Olomouc
Kardiochirurgie

s.s. Drobili¢ova

Praha 17.5.2006

Potvrzeni o provedeni pravidelné kontroly a tidrzby p¥istroje pro kontinualni méreni
srdec¢niho vydeje Edwards Vigilance

Potvrzujeme provedeni pravidelné kontroly a udrzby piistroji pro kontinualni méfeni srdeéniho
vydeje Edwards Vigilance, v.¢. A1505E.

Pravidelnd kontrola a idrzba piistrojii byla provedena autorizovanou servisni organizaci ALINEX
Kacovska spol. s r.o0., J. Masaryka 26, 120 35 PRAHA 2 tel./ fax: 224257865 a 222515291 a je
provadéna vySkolenymi techniky dle servisni dokumentace vyrobce. Vysledky kontroly jsou
uvadény v zdznamu o kontrole, ktery je nedilnou souddsti tohoto potvrzeni. Pii kontrole byly
pouZity piistroje s platnymi kalibraénimi listy, kalibraénimi znatkami a specialni pfipravky
vyrobce.

Datum provedeni kontroly a idrzby: 15.5.2006  Pfistroj po kontrole a udrzb& za oddglent
Provedl: Petr Stary (autorizovany technik) pfevzal: s.s. Drobili¢ova

Zavér kontroly: Zavizeni bylo zkontrolovano, je bezpené a schopné plnit spravné
funkci, pro niz bylo uréeno.
Doporuceny termin p¥isti kontroly: kvéten 2007
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Seznam pouzitych méticich piistroji:

- multimetr Metex, v. €. EB292527, &. kalib. listu K1.211/2005, platnost do 02/2006

-FTB - Box, v.¢. 16779

- revizni piistroj REVEX 2051 v.¢€. 0401263, &.kalib. listu R2051/1384, platnost do 01/2006
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LIFESCIENCES

Vigilance Test Protocol

Model: VGS2V
Software version: 6.0
Serial number: A1505E

Safety grade: Cardiac Float (CF)
Safety class: 1

Applied standards: IEC601-1
Attachement: 3pages

1.Visual check

-The fuses have to match to the manufacturer

given values (current, switching characteristics)

-The safety relevant labels have to be readable

-The mechanical conditions have to assure further safe operations

R TR

-The device must not show any safety decreasing dirt

2.Mechanical Check

3.Accessories
-User manual

-Power cord

3.Calibration

-Quick functional test

AN

-Operator assisted test
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-Set date / time

-Power Amp / CICO calibration
Power Amp calibration
Blood temperature test
Bath temperature test
Inline temperature test

Heater safety test

4.Elecrical Safety

Ground Resistance (Rsl)
Earth leakage current (Iea)
Chassis leakage current (Iga)

Patient leakage current (Ipnat, Iac, Idc)

Measured Limit
Rsl 0,062 Q <0,2Q
Uhv 1,5kV
Uln 263,1V 253,0V
Tea,nc 0,037mA <0,5mA
JTea,sf 0,078mA <1,0mA
Iga,nc 0,1pA <100,0pA
Iga,sf 39,3uA <0,5mA
Patient Leak Current
Iac,nc 3,0nA <10,0pA
Iac,sf 5,7pA <50,0pA
Ide,nc 0,1pA ' ' <10,0uA
Idc,sf 0,3pA . ' <50,0pA
Ipnat : 17,0pA <50,0pA
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5.Burn In Test

SvO2 In-Vitro Tests (VGSX only)
SvO2 In-Vivo Tests (GSX only)

First Iteration

Continuous Cardiac Output (CCO) 3 I/min +/- 0,3 I/min

Heart Rate (HR) 100 bpm +/- 1bpm (VGX2V only)

Continuous Ejection Fraction (CEF) 12% +/- 2% (VGX2V only)
Intermittent Cardiac Output (ICO) 5,37 1/min +/- 0,3 1/min
Intermittent Cardiac Output (ICO) 4,36 1/min +/- 0,3 1/min
Intermittent Cardiac Output (ICO) 5,53 1/min +/- 0,3 I/min
Intermittent Cardiac Output (ICO) 4,95 1/min +/- 0,3 1/min
Intermittent Cardiac Output (ICO) 4,14 1/min +/- 0,3 I/min
Intermittent Cardiac Output (ICO) 4,97 1/min +/- 0,3 1/min

Second Iteration

Contiuous Cardiac Output (CCO) 6 1/min +/- 0,61/min

Heart Rate (HR) 40 bpm +/- 1 bpm (VGX2V only)

Contiuous Ejection Fraction (CEF) 28 % +/- 3% (VGX2V only)

6.Comments

o/
2

3,00 1/min

100 bpm

12 %

5,30 I/min
4,40 1/min
5,50 1/min
4,90 1/min
4,00 1/min
5,00 1/min

6,00 1/min
40 bpm
28 %
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