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Edwards

Fakultni nemocnice Olomouc
I.P. Pavlova 6
175 20 Olomouc
Kardiochirurgie
s.s. Drobilidov6

Pnha29.05.2007

Potvrzenf o provedenf pravideln6 kontrolv a lidrZby pifstroie pro kontinuilni mdieni
srdeiniho v'i'deie Edwards Vigilance

Potvrzujeme provedeni pravideln6 kontroly aidrLby piistrojri pro kontinu6lni mdieni srdedniho
vlirdeje Edwards Vigilance, v.d. A62668.
Pravideln6 kontrola audrLba piistrojri byla provedena autorizovanou servisni organizaci ALINEX
Kfcovski spol. s r.o., J. Masaryka 26, 120 35 PRAHA 2 tel./ fax: 224257865 a 222515291 a je
prov6ddna vySkolenlfmi techniky dle servisni dokumentace vlfoobce. Vlfsledky kontroly jsou
uv6ddny v zhznwnu o kontrole, kterf je nedilnou soud6sti tohoto potvrzeni. Pii kontrole byly
pouLity piistroje s platn;foni kalibradnimi listy, kalibradnimi znadkami a speci6lni piipravky
vyrobce.

Datum provedeni kontroly a idrLby : 28.05 .2007
Provedl: Petr Starlf (autorrzovarry technik)

Piistroj po kontrole audrLbd za odddleni
pi ev zal: s. s. Drobilidov6

ZhvEr kontroly:

ZaEdwards Lifesciences, AG: Petr Staqi

S eznam p ouLity ch m6iicich piistroj ri :
- multimetr Metex, v. (:.88292527 , (,. kalib.
- FTB - Box, v.(,.16779
- revrzni piistroj REVEX 2051v.d.0401263,
- ILB SimuIStor,bez vlirobniho disla

Zaiizeni bylo zkontrolovinoo je bezpedn6 a schopn6 plnit sprfvn6
funkci, pro niil bylo urdeno.
Doporudenj' termin pif5ti kontroly: kv6ten 2008
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listu KL001 12007, platnost do 01/2008

d.kalib. listu 196107, platnost do 01/2008
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Vigilance Test Protocol

Model: VGS2V
Software version: 6.3
Serial number: A62668

Safety grade:

Safety class:

Applied standards:

Attachement:

L.Visual check

Cardiac Float (CF)

I

IEC601-1

3pages

-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

-The device must not show any safety decreasing dirt

2.Mechanical Check

3.Accessories

-User manual
-Power cord

3.Calibration

-Quick functional test

-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)

Rsl

llhv

Uln

Iea,nc

Iea,sf

Iga,nc

Iga,sf

Patient Leak Current

Iac,nc

Iac,sf

Idc,nc

Idc,sf

Ipnat

Measured

0,091 0

263,0Y

0,045mA

0,098mA

0,99pA

47,}trt4

2,9trt/'

15,9pA

0,21t4

o,1pA

25,11,t4

{

E/

v
2/

a/
a/

Limit

<0,2Q

t,5kv

253,0V

<0,5mA

<1,OmA

<100,0pA

<0,5mA

<10,0pA

<50,0pA

<10,0pA

<50,0pA

<50,0pA

Edwards Lifesciences AG, organizadni sloZka, Opletalova 55/1015, 1 10 00 Praha 1, CR
Tel; +420-221 602 251 'Fax: +420-221 602 256
Zaos6no u MdS v Praze oddil A. vlolka 46514' 

le:26s04596,D1ei CZ26sO4sg6



Edwards
t t F E s c l E i l c E s

S.Burn In Test

SvO2In-Vitro Tests (VGSX only)

SvO2In-Vivo Tests (GSX only)

First Iteration

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

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

Continuous Ejection Fraction (CEF) 12% +l- 2% (YGX2Y only)

Intermittent Cardiac Output (ICO) 5,37 llmin+l- 0,3Llmin

Intermittent Cardiac Output (ICO) 4,36llmin+l- 0,3 l/min

Intermittent Cardiac Output (ICO) 5,53llmin+l- 0,3Llmin

Intermittent Cardiac Output (ICO) 4,95llmin +/- 0,3 l/min

Intermittent Cardiac Output (ICO) 4,1,4 Umin +l - 0 ,3 llmin

Intermittent Cardiac Output (ICO) 4,97 llmin+l- 0,3llmin

Second Iteration

Contiuous Cardiac Output (CCO) 6llmin+l- 0,6llmin

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

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

6.Comments

a/
Dr/

3,10l/min

100 bpm

t 3 %

5,40llrrnn

4,39llmin

5,50l/min

4,90Llmin

4,00l/min

4,95llmin

6,2llmin

40 bpm

2 9 %

lu

LOoT
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