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nsdlil Wanansndusukansguzmsiudoulusn 1 9 18

v
@ e =
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TedfuteaussdesiinuamudouiiGondseyaawiuud o Suiitufoaushinm 1 dmum
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4. s'luazLﬁaﬂfgmﬁ'ﬂﬂmuaw1zwaaﬁ’ﬁ¢1ﬁaxﬁ%ﬁumﬁﬂ§a

4.1 guaniAValy

4.1.1 wisauiinuazuanwaraulviiwilevzeoninds (Cardiac ECG stress
system)
4.12 ghsdwsusenirdime (Treadmill)
4.1.3 seviannusuladindnlusfuuzeeniidane (Automatic Blood Pressure)
4.1.4 1giulnvih 200-240 VAC 50/60 Hz. Nominal 1.3 A
i



4.2 fuantaniunaia
4.2.1 wlostufinuasuansnandulniislavuzosniida (Cardiac ECG stress
system)
4.2.1.1 syuuUuiniswan
4.2.1.1.1 58UV Software vauAzasldszuuUfiAnsdu window 10
w30 Julninin, &l Microsoft compatible network wag web
browser Julmifiansasesiuszuuufiinisuazgudoya,
i1 program dwiuldsessunserunazmsiloudeyalu pdf
file 19U Adobe Reader Pro wialusunsuduiiiisuwindusiu
4.2.1.1.2 i Hardware i uanunse A CPU Intel® Core™ i5
vi3odinin, DDRG RAM aitfeendn 4 GB, SSD Hard drive il
wilsvunalitios 500 GB dwsu Run Program wazil SDD
Hard drive ﬁ’;ﬁaaaa@ﬂWEJ'lmﬂ'%"aa'uum"L:Jﬁaamﬁ 500 GB
dmsutuiindoyanulfuensanniieruasnsevestaya
Ineraafudayanuldlabitosndt 500 au
4.2.1.1.3 i electrical safety standard electrical safety a1y
IEC60601-1 general requirement, IEC-60601-2 safety for
electrocardiogram
4.21.2 \A3suanmanduilavaizoanidanig (ECG Monitor)
4.2.1.2.1 95unnsgiu AAMIEC-11 Wlitiounaniail e gain
accuracy, frequency response, CMRR, System noise,
dynamic range Wa¥ input impedance
42122 mmimmaﬁ’iyzy'\mﬁ'fgzgmuasmmﬁ‘tymmﬁwﬁwa il
sruunsasuazmIndyauianiu (artifact) sine Inegly
annsadenldegraiossail
- Muscle artifact filter
- Baseline wander filter
- 40 Hz low pass
- Line frequency
- System noire rise double treatment FDA/ CE/ IFI
append/ceiled
- ansavenedya ECG Wliteanindail 2.5, 5, 10 uaz
20 fadunsne Jadlan
4.2.1.2.3 Lead Group (Mason-Likar) 4103§7u 12 Lead, Cabrera 12
Lead, Frank, Canadian Bipolar

B
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42124 fiFn Sampling rate lglsitfasndn 4,000 Samples Hulusia
Iuvisiodn

4.2.1.25 flszuu Lead Test Block iilenaaaumsyinauues ECG
Amplifier uag Lead wire usiagidu

4.2.1.2.6 fisguu Impedance Check 2 WUV fid Sequence Wag
Manual s9zuansAnusuniu levi) 184 Electrode
uiagdAnlifudUhoune Start

4.2.1.2.7 3n15 update median uagn13n1iA artifact ectopy and
aberrancy ’Luvlﬂ leads

4.2.1.2.8 il Output TTL Pulse dmsuidandeyeyias QRS §ia 3 Analog
Output 84 ECG Leads, Heart Rate, Treadmill Speed,
Treadmill grade, ergometer, RPM/workload

42129 ilszuu Demonstration Mode Tdmagauipdadlaglidodld
Auldasslamumaanis

4.2.1.2.10 msvenedymunduiala (ECG Amplifier) i Patient
Isolation xR IU EN 60601-1, Type CF
defibrillation proof applied part

4.2.1.3 mstufinedulwiiilouagnisuanua

4.2.1.3.1 a1 12 leads resting ECG with full interpretation

4.2.1.3.2 finmsifiudayauuu beat to beat online storage

4.2.13.3 fnafivdayauuy full disclosure fanansaidengdoundsld

4.2.1.3.4 352UV arrhythmia detection awmimﬁuuasﬁan@ event
review 1§ ansauansuaniauliliv (Store) niofuw
(Print) dmlus#ler

4.2.1.35 annsoiuvinavesnaubiilaldvarosuuuy waziu
Jomumonuslea

42136 Tamnaasuunszawuug As Tngannsaianlanslusasi
¥in Exercise (in test) wazluadiuvesaguna (Final Report)

42137 dlevihmswasunszauiianinalyl p3eaiins Feed 19
Taponlusim

4.2.1.3.8 ilgunsal DVD RW dwiutiudindayagUaeasuuusu DVD
CD

4.2.1.4 wiudun (Keybord)

4.2.1.4.1 Wuwia 101 Key

4.2.1.4.2 muauﬁ’am%a’bﬁ Mouse, Keyboard Tun1s Control Stress
Test

B



4.2.1.5 pnanINa (Monitor Display)

4.2.1.5.1 awsanansdyerundulniile (ECG) lifounin 3,6, 12
Channels w3autayasa vuntaeifeliy

4.2.15.2 enmwilnd vila LCD vwalitosndn 20 i

4.2.153 wansgurdudnia ECG lnnelu 8 Sunil (with 2 average
beats also displayed)

4.2.1.54 v mannsauanstoyalivosnindall Resting, Current,
Worst (two of Three), average beats, ST Level and Slope,
Current HR, Target HR, Max HR, Percent Target HR
achieved, Current BP, Previous BP, HR x BP, Protocol
Name, Stage, Stage time, Exercise time, Treadmill speed
and grade, RPE, worst case lead, METS, ectopic rate,
Patient name, medical record number, Filters, Warning

messages and prompts, time of day clock

4.2.1.6 lusiearuwa ECG (Report Capabilities)

4.2.1.7

4.2.1.6.1 veugnaaau (In Test) aeAuvina 12 Lead, average beat, 1-
page write screen continuous write screen, ectopic
4.2.1.6.2 vaansvaaau (Final Report) EAUN Summary, tabular,
worst case, average beats, in-test reports, trend graphs,
uaz peak exercise 9164 ST/HR index luseanunaanse
(3ung Auvina uasTuiinluguuuuves POF File 1o
4.2.1.6.3 awnsnsenuRalaluvatsJULuuYeIenu (user defined
report generation)
4.2.1.6.4 awnadaiu Report (Wu file PDF w3a XML 1at
4.2.1.6.5 awnsasessumsdsdayaluszuu DICOM PACS HL7 la
4.2.1.6.6 m3ramaulihiala (ECG Computation)
4.2.1.6.7 aansauansnsimssiuveniilands 6 Jund Tneuansenase
NN 2 U
4.2.1.6.8 awsaA I ST-Level, and ST-Slope 16
4.21.69 ST Reference Point annsausudeu J-Junction 16
4.2.1.6.10 QRS detection : ASWV (Absolute spatial Vector Velocity)
lnggldamnsadianain 3 dala
N153uUKa1 (Timers)
4.2.1.7.1 900 NUL@RY Stage, Stage Time, exercise Time, Recovery
Time
4.2.1.7.2 Fdyaromdaiioudil ST-Level elevation, ST-Level
depression, Target HR achieve, Ectopic Rate, Diastolic BP,
Systolic BP, Systolic BP Drop, Heart Rate.

i
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42173 fidsaududousmriudsu Protocol Stage
4.2.1.7.4 anedeauld (Patient Cable) \Uuwiia Standard Cable i 10
Lead Wires dAnue13 15 n
4.2.1.7.5 Wslaaoa (Protocol)
4.2.1.7.6 i Protocol lsitfesnindiil Bruce, Modified Bruce, Modified
Balke, Naughton, USAF/SAM 2.0, USAF/SAM 3.3, Ramped-
Low, Ramped Medium, Ramped-High, Persantine
(Pharmacological)
4.2.1.7.7 §ldanunsans Protocol WimdnldBnagiaios 20 protest
4.2.1.7.8 fiszuu Full Disclosure annsaiiuguadu ECG auldwiouis
A3 Grid vauzvinisnadeuauld Tneiiuegluguwuuves POF
File
4.2.1.7.9 52UV Freeze Frame m:manmgﬂﬂﬁu ECG waugvinnis
ynasunfauianesndulugldausEusuihnisaaey
4.22 gidwiveenidine (Treadmill)
6.22.1 i annsniudmiingUasldunndi 200 Alaniuduly
4222 ﬂ’mﬂumiﬁwmu%amﬂwmﬁaUss‘uu Digitally-Controlled AC-Drive
System
4.223 pudavasmewiuaunsauiudsulalusieganies 0.1 s 9.6 lud
sadalus Tnsusuldtuas 0.1 ludretalas
4224 ajm'imJ%"UL\J?i‘aumm'ifu'uaaawwwuiﬁaemﬁaﬂﬁv’qu,m' 0 fi1 25% lng
Usuldduas 0.5%
4225 fiuiidmiuiiunaaouuuaieniu (Walking Area) JuIARILe 50 x 140
wwudmstuly
4.2.2.6 fsmFunga (Handrail) fidrumihuaziutrwesaieny
0.2.2.7 Teindvgeandudmiuvgaaiosuamiudeins
4.2.2.8 §i% Interface MianunsasiaidfuiA3as Exercise Stress Test 11
4.2.3 wissinmusmilafinsmlutiRunzeeniidsnie (Automatic Blood Pressure)
4.2.3.1 ldwdnmsiauwuu Ausculatory Taeledygain ECG uay DKA analysis
4.2.32 Tlulasinui Cuff sauau
4.2.3.3 anunininAl Systolic lasaus 50 - 250 mmHg
Diastolic ¥daus 20 - 150 mmHg
Heart rate ldmaus 40 - 200 afa/undi
4234 ﬁ‘f?’a Interface fiaunsasawdfiuiA3es Exercise Stress Test 1o
4.23.5 awnsansivasumINgnioseitinlagldgayileiiiessnunain

€

s d v
Fuasosle
4.2.3.6 9AIMNYUIN 7 17 ¥1504INN7T1
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4.3 gunsalusznaunsldanu

4.3.1
432
433
4.3.4
4.3.5
4.3.6
a.3.7
4.3.8

1304 Cardiac ECG stress system 31U 1 4
34 Treadmill dw5u stress system U 1 %0
Cable Lead wire U 1 %R
|30 Laser printer 41361 Sveih 1 Y
nIgAWUUNNG SRITRLY! 5 Wy
Disposable Electrode U 100 i
Alamsldnu SR VLY 1 U
\n3esdoslyl 1000 VA SRivel: 1 Y

-
4.4 wauluvaniy

44.1

4.4.2

4.4.3

444

44,5

4.4.6

4.4.7

Fulssiuamamaelinisliauund 2 U Wuededll wiouRnds uazuuyth
Fmsldiasedbigliannsaldonldiduetieg
'Luaw'j'\aﬂisﬁuﬁ;imaﬁmdqﬁm{hmmsnaauLLaxﬁ'lm313"11&%’ﬂmm‘%'aqﬁau,az
gunsainn 3 ou Tneudaligdevsuarmih 5 fuviinis uazdesdiandns
UﬁsnaummsmLtaxﬂﬁ';q%'nwwﬁauaulﬁﬁ’ucﬁa wagmnwuInadesiiein
Aaund Fosudsliiovauuasyinisufluiui mnseddinanlumsudludiu 5 3
i3 dostliaTeanldaumauny

mnizeafindign dades esnmsldrunmuund wasdurevinisudloudids 3
adiluormsieniuusfeduiuinnsldaudsildned fuedufiuaouaiedml
Tinelusseraiiiivue

Uigniunudmhesodweumidegiionsld maquauaziigeiny wazns
»3239%03 (Operation Manual and Service Manual) WLUumuaUU‘umﬂliam
mmlwaLLavmmaaﬂqumameuaammu 3 qmsie 1 LAsoanFenismsld
wdeauuuiey Wunwninefindudaiedes
Formuaiilduandtiluenansiilunnudosmsdusaaviniu anenssumsey
fsandnfuriviinuatRdouwi vie And uandulselemisesiyms
msdweudnedesihmsasuifisumudedmusueedes dsaunieuaie
wazdpssiiunsasuiiiounegnatos 2 afe neuvuaszeyUseiy
'measJuLaﬂaﬂimﬂuawmam’muwaauLLammaautaammummawmwuﬂaﬂu
tonanstiu ‘mﬂimauLaEjma'(mmmmﬂwuaaaﬂualwuﬂawuqaaﬂuamnawmm
i Lifinsanenansficiougnanwisdedile

4.4.8 UanWnldaeadunuu USA 3 ¥1 9954 2 91 wasdidaumu
4.49 feslienarssusesnisiiozivadises 5 U anguan

4.4.10

4.4.11

N'mEJmawmav'imﬁmsma%auuauuﬂiasﬂwﬂwnumwmwmwmsamaﬂsvm
whsnulvansaviimgua U'T;a'iﬂm Ltavmn'rsmi'msnamummulm
TuszogUseiumini Soft Ware *wuwmgjwamwmuwu Hu1esieavitnis Upgrade T
Tnelidsanlyaney
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4.4.12 deadundnsingiannvivglsy nivewsini visiedy
4.12.1.1 Uanlwuazudnieildsedeuduuuu Hospital Grade
4.12.1.2 fiwmddesusesnguannazatuayusrlvadisedlalidesnin 5 U
4.12.1.3 fwusdweuinissniely 120 Fu tuaniuwidyg,
4.9.1 guigaesiulseiuamnn wazdoulumsdulseiuniiiauszneunsfiansantae
4.9.13.1 SimAUinsguasnuuazdeuumnaIssdnbisiuerina
- U9 3-10 biwnnnirfesar 4 vasmdoreiades
- ¥ 10 Wuduly Lisnnndrdesas 5 vesrmdeneinies
4.9.13.2 AAUnsguasnyuasdouLeAasding e va lisaugunsaidudes
- U9 3-10 bivnnnirfesas 8 vasAToueiades
- ¥ 10 Wudil hinnnirdesar 10 vesranderieinios

5. MAUALIAEINDUNER
nmelu 120 Ju dudeeniuanuludyan

6. vaninaua lun1sNITUIARLEINUBIAUD
Tnaeisia (adganauautiniuzlasunsdndan) wagasiansanINgIAITN

7. 2ausuUszann/2eduildsudagss
7.1 293usuUszanuazdnde Wuky 1,450,000 UM
7.2 5397na7 Wuky 1,450,000 um

8. 4IAIULATNITIBEY

fnedosdaeuianlitudde nelu 120 Ju dudanniuanntudygnlaofmun
Awau..... 1.....110 Wasudu wanilonsrasugniesmusuiou feoazdeiuliiugue
asutumeluimun.... 1. 99

9. aNTANTU

funeaedestrsyiusuliitaduneiiludnmiosa: 020 (quiynapsgud) vemmaes
fgahildsuney tudnaniuasuiomn audygnaudeiuiifusliihdseandweuliuigtou
ONABIATUEIURINATY YN

10. N15NMMUATEEELIA1TUUTENUAINYTNIFAUNNIDY
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