Le 2 juin 2025

Mme Annie Tardif
Coordonnatrice
Recherche Clinique

OBJET:  Entretien annuel de I’appareil d’électrophysiologie
Compagnie: GE
Modele: MAC5500 HD
SN: SKJ19250004PA
ID: 801055

L’entretien suivant a éié effectué :

-Vérification de la configuration interne
-Vérification du fonctionnement
-Test de fonctionnement de I’enregistrement ECG avec simulateur
(Simulateur Bio-Tek ECG plus §/N: 91902 certifiés 28-08-2024)
-Inspection des courants de fuite
{Analyseur Fluke ESA620 S/N: 2863062 certifiés 27-08-2024)

Le tout conforme, seule I'interprétation de I’ECG ne peut étre validée.

Coordonrdteur Technique GBM
Service Génie Biomédical



; 'Y S NI QILNIYG |

AAHEs

e

peary e
3 fmyns
B

il
[

o
1]
+
S
T
-

>

1..ww

I
|

fi-td | H4r

mes

N

HHIS
I and baa)

=

0

1

i *Q
i

TN e

a ik m o T _ﬁm:m,ﬁw rH
1N e VR L i SR e |
HE ; [ i i | |
|58 HH) B R A it g [EE s e B
i N Al A R A AT
HE S e E ] e e e e e e e
i HE R e | R i : A [ B R R ER
- : ]

S
i3
!

i)

HIDd|HH

3
AR

it 4

AN R S N ¥ S i g ) e A

HE s i R Thi P o s e e o e R el TrER R
N/ -/ .”“.p. / /m.wv Lm? \ _.Wt,.{ /mAﬁJ n“.w. H S N -n._, ﬂ”.ﬂ, “mmm ﬁm.ﬁmm wa wm.,. ..ﬁ.“..m;

jii H £ AlplE e e e e e o

it i fEE 2 Hak HE{EE TSR B R B 1]
B R i P [ PR v i e T L | 2 B i
e L i HHHTE BUIBH] it I e e T e T s i |
iR i B FER e | e R e AR e el R PR A R P
A A R D S B R B e i B
i eI (e ¥ N Y N D N NN Y /N i
i o i e e Y A e A Il S
M A e TN NN A N ANV VN e
H S e e s e R EEE L R N S TR N e N SN i
i A [ B i 2l L (e s M A b e HH{H
Wi etV il e R EevEE NV M AN NS e
R T el e e [k i B B e e ety Hil
i T | i | R T SRRl R BEE
[ 3 S S H EHE R R A i
I R e i %w 9 ,.Qéq a4 it T P s e H

d4q 0 HWHLAY Aa AOVAL



T T I L VSN N O3LNR

Pap R
N
Eul
] S
il L G R e
i) [ ot ; A et (e H|H
][] e ot Ve (R R B | i
Sl E i ] ) e R | e R A
1 T EE R ”..*.u* H Nt MJ i “ﬂm/.%k ;W.\k.| /@M_‘MW hmn Had %L MM
I ET o 3 [ il e e AR R A e
il ] S F A [ E e e e o R e il
H BRI HE H e e e R it ] )
BEl CaEd ) Bl = | e e | [y I el e I
Hir HEA N A e e A (N A B NI
i , Ht = e e R R R
] ; e HE e i e s [
S LlHEORTA | A B AT o Gt e e e e Sl B N
e e T e e e e e R I AL e S
HHEHIES R ] 1H e e e e B R R i el
i [ B \E mﬁ._ hiG[EE b Fiiey i3 T e AT
el T 1 Seke e ] R s R i 78 ] e e e ) e e
o e I S i HE A i R
I el e i FHll Bl L e O e e R S D
i T [HH = 1] S R = o | R R
e A [HE i I e e e e e e e [ e R [
i Sl i IEEE [ [ [ L S e R R A
7 S @ N N _ i N B e BT
| il 1 \ i N R s e e e
i i i i B e
BN i) DAl N fis N e ) e A e AU
o e ] R = o s e
! i [ i i 5 o SR D BTHEE
N AINATE “ i i = NANEENZE  EEiaE]l
e e e e ; G iEEeE L IR s, e
i e i HE i sl EEE o e e L
S5 Sl e I e e 227 D CEEIR
T [ ﬁ o A o ad i e e [T e | el
R L ' A HES R i R e
S ]

AT T I T IV T



Hopital Maisonneuve Rosemont

Fluke Biomedical Ansur
Test and Inspection Procedure

Copyrighi & 2000 - 2014 Fluke Biomedical

Test Record

TEST PASSED

Test Performed Ansur Components Used

Date: 02-06-2025 Ansur Version 3.1.3
Record: 801055 2025-06-02.mtr  Plug-In: ESA620 Version 1.2.6
Template: IEC 60601-1 - CL1.mtt

Template Version: 1.0.0

Test Setup

02-06-2025

|

Selections
Service Events Performed Standards Performed !
IEC 60601
Device under test
Serial Number 801055 [ Type
Appliance Code . Model
Group . Location
Status . Address 1
Manufacturer : | Address 2
MT7| Data
Test Instrument Serial Number Firmware Version
ESA 620 2863062 vZ2.12

Signatures

4{/:44(/ - 2-0G- Y438

801055 2025-06-02. mtr
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Hopital Maisonneuve Rosemont 02-06-2025
Fluke Biomedical Ansur Test Report
Test Result
Test Element Test Type _FEail
[EC 60601-1-CLI1 Auto Sequence
Procedure:
(1) Connect the DUT to the ESA620 as indicated in the operators manual.
(2) Ensure that DUT power is On.
(3) Click module setup and specify the patient leads that are to be tested.
(4) Connect patient leads as indicated to the right.
(5) Click Start Test to perform the safety test,
Applied Part setup
%  Applied Part info Class Leads |
] A.P. Code (new) CF 10
Serial No.
Type |
i
Mains Voltage Meins Voltage [
. Muainy Voltuge
Live to Neutral Live 1o Neutral
Result: Value Unit High Limit  Low Limit Standard
Live to Neutral 119,5 v IEC 60601
Meins Voltage
Neutral to Earth Neutral to Farth |
Result: Value Unit  High Limit  Low Limit Srandardi
Neutral to Earth 0,2 A\ |EC 60601 |
L
Live to Earth ifins pllcg '
Live to Farth
Resuit: Value Unit  High Limit  Low Limit Standard
Live to Earth 119.5 A IEC 60601 |
Protective Earth Resistance Farih Resistance
Configuration:
Test Current: High |
Resuit: Value Unit  High Limit  Low Limit Standard
PE Resistance1 0.141 Ohm 0.2 IEC 60601
Insulation Resistance Insuletion Resistance
Configuration:
Test Voltage: 500V [
|
Tnswlation Resisiance I
- . 4 L0 SN
Mains to Protective Earth Meatny te Protective Farth |
Result: Value Unit High Limit  Low Limit Standard
- r(I\;lialns to Protective 99909 MOhm 2 IEC 60601
: : Insulation Rexistance
Applied Parts to Protective Earth Apphied Parts to Protective Farth
Resuit: Value Unit High Limit  Low Limit Standard
Applied Parts to 1005  MOhm IEC 60601

Protective Earth

Earth Leakage Current

801055 2025-06-02.mtr

Farth Leakage Current
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Hopital Maisonneuve Rosemont

02-06-2025

Test Element Test Type | Fail
Configuration:
Unused Applied Parts; Floating
o Farth Leakage Crrrent
Normal Condition Normal Condition |
Resuit: Value Unit High Limit  Low Limit Standard
Normal Condition 21,2 uAAC+DC 5000 IEC 60601
Open Neutral ff)t;):’: irzif:ff Current
Resuit: Value Unit  High Limit  Low Limit Standard
Open Neutral 40,2 uAAC+DC 10000 IEC 60601
- : Farth Leakage Current [
Normal Condition, Reversed mains Normal Condition, Reversed mains
Resuit: Value Unit  High Limit  Low Limit Standard
Nermal Condition,
Reversed mains 19.9 uAAC+DC 5000 IEC 60601
. Earth Leakage Current
Open Neutral, Reversed Mains Open Neutral, Reversed Muins
Result: Value Unit High Limit  Low Limit Standard
Open Neutral,
Reversed Mains 404 UuAAC+DC 10000 |IEC 60601 .
Enclosure Leakage Current Enclosure Leakage Clerrent '
Configuration:
Unused Applied Parts: Floating
Normal Condition :,'Indmurcf Lequge Current
ormeal Condition
Resuit: Value Unit  High Limit  Low Limit Standard
Normal Condition 1  UuAAC+DC 100 IEC 60601
Open Neutral i;ﬁf.::::{ijfkage Current
Resuit: Value Unit High Limit  Low Limit Standard
Open Neutral 1  uwAAC+DC 500 |EC 60601
Open Earth i};:ix;u‘:z l'.l'r.eu.lnge Current
Resuit: Value Unit  High Limit  Low Limit Standard
Open Earth 21,1 uwAAC+DC 500 IEC 60601
Normal Condition, Reversed mains ﬁ"c’m""f e _
'ormal Condition, Reversed mains
Result: Vaiue Unit Wigh Limit Low Limit Standard
Normal Condition,
Reversed mains 1 uAAC+DC 100 IEC 60601
. Enclosure Leakage Current
Open Neutral, Reversed Mains Open Neutral, Reversed Mains
Result: Value Unit  High Limit  Low Limit Standard
Open Neutral,
Reversed Mains 1 uRAC+DC 500 |EC 60601
5 Enclosure Leakage Current
Open Earth, Reversed Mains COpen Farth, Reversed Mains
Result: Value Unit  High Limit  Low Limit Standard
e 20 UAAC+DC 500 IEC 60601

801055 2025-06-02.mtr
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Hopital Maisonneuve Rosemont

02-06-2025

Elilcs B it s i T
_Test Element

Test Type

i F,l!l_

Patient Leakage Current
Configuration:
Total Leakage: No
Unused Applied Parts: Floating

Patrent Leakage Current

Normal Condition Patient L(:'ukagc Currem
Normal Condition
Result: Value Unit High Limit  Low Limit Standard
(new) 0.3 UuAAC+DC 10 IEC 60601
eitic ¢ CHrres
Open Neutral ';;: ;"::::iﬁ',‘g‘ gurcn
Resuit: Value Unit  High Limit  Low Limit Standard
{new) 0.3 UuAAC+DC 50 IEC 60601
> ~ N )
Open Earth g;):;'nlt ;;;:kﬂgc Chrremt
Result: Value Unit  High Limit  Low Limit Standard
{new) 4  UuAAC+DC 50 |EC 60601
- . Patient [eakage Current
Normal Condition, Reversed mains Mormal ondvion. Reversed mains
Resuit: Value Unit High Limit  Low Limit Standard
(new) 0.3 uAAC+DC 10 IEC 60601
Open Neutral. Reversed Mains Panent Leakage Current
pe ’ Open Neutral, Reversed Mains
Result: Value Unit  High Limit  Low Limit Standard
{new) 0.3 uAACHDC 50 IEC 60601
Open Earth. Reversed Mains Patient §eakage Current
pe ’ Open Eanth, Reversed Mains
Resuilt: Value Unit High Limit Low Limit Standard
{new) 3.8 uAAC+DC 50 IEC 60601
Mains on Applied Parts Mins on Applied Parts
Configuration:
Total Leakage: No
Unused Applied Parts: Floating
. . Mains on Applied Parts
LT LT IO, S Stngle FFault Conditron
Resuit: Vaiue Unit  High Limit  Low Limit Standard
(new) 12,6 uA 50 IEC 60601
. e 5 Muins on Applied Parts
Single Fault Condition, Reversed Mains Single Fault Condition, Reversed Muiny
Result: Value Unit  High Limit Low Limit Standard
{new) 12,9 UA 50 IEC 60601
Patient Auxiliary Current Patiens Auxtfiary Current
Configuration:
Unused Applied Parts: Floating
Normal Condition Patient Al_m.'rmy Current
Normal Condition
Resuit: Value Unit High Limit  Low Limit Standard
{new) 04 uAACH+DC 10 IEC 60601
Patient Auxiliary Current
Open Neutral Cpen Newtral

801055 2025-06-02.mir
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Hopital Maisonneuve Rosemont

02-06-2023

Test Element

Test Type | Fail
Resuit: Vaiue Unit  High Limit  Low Limit Standard
{new) 02 uAAC+DC 50 IEC 60601
Patient Awxiliary Curreni
Open Earth Open Earth |
Result: Vaiue Unit  High Limit  Low Limit Standard
(new) 29 uwAAC+DC 50 IEC 60601
Normal Condition, Reversed mains Hajent Awesticry Cuirent _
Mormal Condition, Reversed mains
Resuilt: Value Unit  High Limit  Low Limit Standard
{new) 02 uAAC+DC 10 IEC 60601 |
s Patient Awxitiary Current
Open Neutral, Reversed Mains Open Newtral, Reversed Mains
Result: Value Unit High Limit Low Limit Standard
(new) 0,2 uAAC+DC 50 |IEC 60601
B Patient Awxificry Current
Open Earth, Reversed Mains Open Earth, Reversed Mains
Rasuit: Value Unit High Limit Low Limit Standard
{new) 2,7 UuAAC+DC 50 IEC 60601

801055 2025-06-02. mtr

Page Sof 5



