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Edwards

Potwzujeme provedeni pravideln6 konholy audrabypiistrojfi pro kontinu6lni hemofiltraci
a hemodial;fuu Edwards Aquarius, v.d. 025g.

l:::*f: "*::nr: : "!lYli:,.'"ji gyll lTl*:i a_autoizovanou servis ni orsanizaci ALTNEX
J . M 3 5 P 865 a 5291a je

r::i*li.:r9ll*i t""t"it .ji
:::g:il_"_:rjjy: i.o:*lol",,.F.y j. neditnou soud6sti tohtto potvi,eni. pii kontrole byly
:::1?- 

piistroje s platnlfmi kalibradnimi listy, kalibradnim i znadkarn u .p;;i6^il;il;;;
vlirobce.

Fakultni nemocnice Olomouc
I.P. Pavlova 6
775 20 Olomouc
Kardiochirurgie
s.s. Drobilidov6

Datum provedeni kontroly artdrZby: 15.5.2006
Provedl: Petr Staqf (autorizovan;i technik)

Piistroj po kontrole audribE za odddleni
Pievzal: s.s. Drobilidov6

Praha 17.5.2006

ZixEr kontroly: zaiizeni bylo zkontrolovino, je bezpetnS a schopn6 plnit spr6vn6
funkci, pro nfZ bylo urieno.
Doporudenf' termin pffsti kontroly: kvEten 2007

ZaEdwards Lifesciences, AG: petr Stanf

Seznam pouZitlich m6fi cich piistroj ri :
- multimetr Metex, v. d,.E8292527, d. kalibradniho listu I<L318/2006, platnost do 0112007- tlakom6r Eva200,v.d.0291, d. kalibradniho listu 240l2006,platnosi io 0l/2007- ztvaii 5 kg, d. kalibradniho listu 5o5z-r<L-2352-05,platnost do 12/2006-vihaSoehnle8103.02; v.d,.2004/38738l,d.kalibradniholistu 426,platnostdo0l/2007
- revizni piistroj REVEX 2051 v.d. 0401263, d.kalibradniho listu l4ti/06,platnost do 0L/2007

Edwards Lifesciences AG, organizadni slo2ka, opletalova 5s/101 5, 1 1 0 00 praha 1 , e R
Tel.: +420-221 6022S1,Fax: +420-221 602256
Zaps6no u Mr4S v Praze oddil A, vloika 465.14

le: 26s04596, Dle: C226504596
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Technicul Su C h e c k ai d M sini en anc C,' A,g u uriu s

Serial number O Z-TR Operating place
0 ( . , u ^ b q - < -

Software version r ,- \4 .  ̂ \  .
trAJ 0 [ o r^^ ce \^-c- VaaOperating hours q R 4

Interval: at least every 12 months.

Use onl librated
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cahbrated

Cleaning
we and inder.

I
1 . 1 Cleaning the cabinet interior t  i . /
t .2 Cleaning the ventilation grids a

1.3 cleaning the mirror and optical compongtrts offi
, Visual Check
2 . 1 Labels concerning safety must be attached to trre machinepnd readaute - 1'/
2.2 Safety values must correspond with the data 1 {//'

2.3 The mechanical condition of the device must ensure a iar. opetutio"
(sealing, purnp doors, attachments) " (-/

3. Accessories
3 . t Hook and IV pole t (-z
3.2 Power cable .  / t "

J . J Machine data
3.4 Operating manlal
4. Electrical Safety
4 . 1 . 1 ProtecJive resistor power cable 0 a q  o
4.1 .2 Protective conductor resistance (max.0.1 Q) t,CI? o
4. t .3 Enclosure leakage current (in Ranse) .a mA
4.1 .4 Earth leakage current (in Ranee) l. '( mA
4 . 1 . 5 Patient leakage current (in Ranse) l 'Oa l  ,  mA
4.1 .6 Power failure test (powe{fail signal and switch to storage batterv operation] I L//
4.2 Battery check
4.2.1 Power fail ba{ery (17V -2IV) t l z
4.2.2 PC104 battery Q.8v -3.2Y) (only BG-8325-00) 4.r . ) . .Q. . . . .Y
4.3 Power converter - primary voltage
4.3 .1 + 2 4 V 1 0 , 5 V ...2-'t,ZlL..v
4.4 Power converter - secondary voltage
4.4.1 + 8 V + 0 , 2 v ..ffl.K....v
^  t 1 + 5 , 5 V + 0 , 2 V . .J . "S. . . . . .V
4.4.3 +12,5 v + 0,5V 4.1"{..Q...v
4.4.4 + l 5 v + 0 , 5 v 4.5:.0.2..v
4.4.5 1 5 v + 0 , 5 v .//.tr":/.u....v
4.4.6 + 2 4 V + 0 , 5 V .14rh.1...Y
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5. Testine the Electronic Components

5.1 Access Pressure
5 . 1 . 1 Measured value at +100 mmHg (t 5 mmHg) M4!lq! 4oo mmHg

5 . 1 . 2 Measured value at +100 mmHe (t 5 mmHg) Controller 40a nrnHe

5 . 1 . 3 Measured value at -200 mmHg (t 5 mmHg) Master AclKny;rfite
5.1 .4 Measured value at -200mmHg (t 5 mmHg) Controller 4Q ftrurfie
s . t .5 Offset (-45 < Offset < -10) tl( nn,He

5.2 Pressure before Filter
5 .2 .1 Measured value at 300 mmHg (f 5 mmHg) Master 218 mmltg

s.2.2 Meastued value at 300 mmHg (t 5 mmHg) Cqqqllgl )l1Plr:rr*ts
5.2.3 Measured value at 0 mmHe (t 5 mmHg) Master fl mmHg

5.2.4 Measured value at 0 mmHg (t 5 mmHg) Controller O mmHg

5.2.5 Offset (40 < Offset < -5) mmHe

5.3 Filtrate Pressure
5.3 .1 Measwed value at 250 mmHg (t 5 mmHg) Master ? \Vnrn;,}Je
5.3.2 Measured value at 250 mmHg (t 5 mmHg) Controller 7q]mrnHg

5.3.3 Measured value at - 250 mmHg (t 5 mmHg) Master /f6 mmHg

5.3.4 Measured value at - 250 mmHe (t 5 mmHg) Conhollel z^Ql mmHg

s.3.5 Offset (45 < Offset < -10) 4 O mmus

5.4 Return Pressure
5.4.1 Measured value at 300 mmHg (t 5 mmH€Iv[aglgl J99 mmHg

5.4.2 Measured value at 300 mmHg (t 5 mmHg ) Conholler 3oo mmHg

5.4.3 Measured value at 0 mmHg (t 5 mmHg) Ma!19I O mmHg

5.4.4 Measured value at 0 mmHg (t 5 mmHg) O mmHg

5.4.5 Offset (-40 < Offset < -5) L1-mrnHe

5.) Rlnnd P

5.5 .1 Flowrate 50 mVmin+ 1 mvmin ,S(/-..mVmin

5.5.2 Flow rate 430 mVmin t 15 rnl 5J5l.mYntin

5.5.3 Stops when the pump doors are oPen 1 t , /

5.5.4
5.6
5 .6 . r

Occlusion I 10s at
Filtrate Pu

Flow rate 30 mVmin + I mVmin

l "  t -z

f'3o@-d;
5.6.2
5 l '3
f , . /

s3l
53 .2
) .  / . J

5S
5.8 .1
tn
5-83
5.9
19.1
tw
5.93
5.9.4
5.9.5

Flow rate 150 mVmin + 2 mVmin

Occiusion (< I
Pre-dilution I

10s at 600mmH

Flow rate 30 mVmin t 1 mVmin

Flow rate 150 mVmin t 2 ml/min

Occlusion (< 10mmHg/10s at 60C

Post-dilution PumP

Flow rate 30 mVmin + 1 mVmin

Flow rate 150 mVmin t 2 mllmin

Occlusion (< 1 10s at 600mmH
Temperature after 15 - 17 min

Measured value at 37 "C t 0,5 oC (Master)

Measured value at 37 "C 10,5 "C (Controller

a t < 0,5oc
Function of switch for substitution temperatu

A t < 0,5oC (Substihrate templ1g.ttrrg rgnso!-

(.Sl2.d/rrnn
1 (//

re-ffi
/.$.7-mVmin;v-
re:ffi-'
ffi------
1 W

*w
, 7 , - 1  0 ( -

. G . . ' ! . t r e . . . .  v

r ) n  o a
. . . . U r . s . . . . .  v

t 7 -
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s.10 Substitution Scale

5.10 .1 Measured value at 0 g t 5 g (Uq{91)
/ o

5.10 .2 Measured value at 5000 g + 10 g (Master) Sl9-o...L...e

5.10 .3 ^1 , tOn0n  o l J f i s  t /Mns te r \ L4..ilP.4....e
.......0......e5.10.4 Measured value at 0 g + 5 g (CoqL

5.10 .5 Measured value at 5000 e t 10 g (Controller) S.9.9-4......g

s.10.6 Measured value at 10.000 gx20 g(Contoltq) {0-4.4.4...-e

5.11 l i ' i l 1 r o t a  S n o l a

t\/f ,"cr{ rraLre af O o * 5 o (Master'l
( i  o

5 . 1 1 . 1
L(qqq s

5.11.2 Measured value at 5000 e + 10 g (Master)

5 . 1 1 . 3 Measured value at 10.000 g!20 g (rclqD {.fl..0.0.a...g

5 . 1 1 . 4 Measured value at 0 e t 5 g (Controller) . . .s

5.1  I  .5 Measured value at 5000 g + 10 g (Controller) {.Q4.4....-.e

5 . 1 1 . 6 Measured value at 10.000 g!20 gfu 4.Q...2Qa...g

s.t2 I fanor in  Dr r

Displaved ml with piston in lower position t LmllVtg$94 . . .Q4.... . . . . .m]5.12.1
5.12.2 n:^-.l^.,^l *L,,i+la lnrwcr ifion * I ml (Controller) . .4,.L... . .mt

?.1,.:t......nr5.r2.3 Displayed ml with pistott itt nppet potitiot t 1 otl (Mut@

5.12.4 Oisolaved ml with piston in upper position t I ml (Controller) .d!/,..U.....rn].--+
1  l . /

5.12.5 Syringe detector

5.13 Blood Leak Detector
5 . 1 3 . 1 Measur"d value with installed BLD chamber (conversion steps = CS)

rL.)....cs
5 . 1 3 . 1 . 1
5.13.1.2M"**"d *lue AD-Master (LED ofO 0 < vah

r r r^^ . , , *^ , f  . ,o1 , ,a  a lom l im i f  Mrs te r  )  l2 -O

........,/....cs
r..7-...C5

5.13 .1 .3
5 .13 .1 .4 vnA 5.1..*...cs

"-,{ ,-1* AT)-Cnnfrnller /T.F.D offl 0 < value < 30 ...1....cs
5.13 .1 .5

Meisured value alarm limit Controller > 120
,.,Y..L...C5

s.13.1.6
5.13.2

tvfeasruea vatue Ap-Master (LED on) value :1/3 l'13'1'1
r.r^^-,,*-'r ',^1,,- Al]-I\rfqcter t'T.F.T) offl O < value < 30

.1..(.5.....cs
5  1 ?  ?  1

5.13.2.2
T ]-l .,"r-Jn-cnnrrnller fLF.D on) value ( 1/3 5.13.1.1 d.?..s.....cs5.13.2.4

tr{"as*"a tat"e eO-Controller (LED o€ 0j:g!gg:!q - ....../......cs5.r3.2.s
5.14

detected (clamp closes' pumps stop) | ('/
5 .14 .1

nt mode to Disconnect Patient mode

when no blood has been detected- . .
Output uoltug" (2-5V) GND - Pin 6 uit det"ctot module

Venous ClamP

I L./5.14.2

1.4.i1......v
5.14.3
5 . I J

t v /
5 . 1 5 . 1 Clamp closes / opens

T ^^1 ,  + :^Lko. -  / - -aac '1.*"+ he < ?O mmHs/min at 350 mmHg) I tt/
5.15.2

Fluid detecti& ( tube ftllea wlttt *ater- t).
glood detection (light beam intemrpted :0)

Time and Date
A ^L.onlraA

t , , /
5 .15 .3

I  t , /
5.15.4
5.16 - g,z
5 . 1 6 . 1
5.L'.|

^1, /C^1 ? 1 nr hioher)
1 V

5.17.r
s.18

f i r l  nqcced | (,/
5 . 1 8 . 1

II T ET.\' f loeh ino  dr r r i tem test) t  r , /
5.18 .2
5 . 1 8 3 A , I |  , t /

elamp and Presstue test Passed -
|  ,-r /

5.18 .4
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Test treatrnent without alarms
Test treatment min.5 minutes

Test result:

Remarks:

Were any;lef&p detected, which may cause risks for the patients, operators or other persons?

Yes I  Nol, /
r-/ /1..2/ ( -

/vzAre further works required?

A I
Ul O u"\U<*c-
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