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CPU CPU 1.80 GHz or higher

RAM 2G or above

Graphic card For 2 display: DVI-I to VGA Adapter for Dual Connector Video Cards
Hard disk 40 GB or above

Power supply 115/230 VAC, 50/60 Hz, 430 W

UPS At least 3 hour stability

Operating system Linux UBUNTU 10.04

Screen size

20"/19”/19W” /177 /18.5” color TFT LCD/LED

Resolution 1280/2560 x 1024

Number of displays Dual display

Waveforms ECG (L I1, 111, aVR, aVL, aVF, V), SpO,, Dual IBP, Resp/Co2 (All freezable)
Signal sweep 12.5, 25, 50 mm/s

Numeric Parameters

HR, SpO,, Dual Temp, DT, NIBP, Dual IBP, RESP /CO2 (EtCo2, FiCo2, AWRR)

Interface connection

Protocol

TCP/IP

Mouse, Touch screen, Network, Serial port, USB 2.0

Connection

Number of beds

LAN with RJ45 interface, Ethernet 802.3

WLAN IEEE 802.11a/b/g/n, Wireless

Supports up to 32 Saadat patient care monitors

Bidirectional control

The following settings of each bedside can be changed via central monitoring system:
ECG Lead, ECG Gain, HR Alarm

Alarm types Physiological, Technical, Systemic
Alarm levels High, Moderate, Low
Alert Audible-Visual alarm

Trend Review of up to 96 hours Trend, Graphic and Tabular
Disclosure Up to 48 hours store and review of ECG waveform
NIBP List Review of 1000 NIBP measurements

Alarm List Review of 720 Alarm events

Patient info Managing Patient information

Alarm History Storing 100 HR alarms

Recorder History Managing record requests

Model Saadat external thermal recorder

Size 120 x 96 x 165 mm (W x H x D)

Weight 425 g (approximately)

Printing speed 12.5,25, 50 mm/s

Paper width 57 mm

Trace 1 waveform (ECG)

Recording type Fixed time/Continuous recording, Automatic / Manual Alarm recording, NIBP List recording,
Trend recording, Disclosure recording, Freeze recording, Periodic recording.

Power supply DC 12V, 3A

Data interface

RS232 interface

Model Laser printer

Paper size A4

Printing speed 12.5, 25, 50 mm/s

Trace 1 waveform (ECG)

Printing type Fixed time printing , Automatic / Manual Alarm printing , NIBP List printing , Trend

printing, Disclosure printing , Freeze printing , Periodic printing
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Row Title Description Comment
1. Harmonized Standards obtained from Union of Europe official website at 2015-08-24
1.2 EN 60601-1:2006 |Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance
1.3 EN 60601-1-2:2007 [Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests
1.4 EN 60601-1-8:2007 |Medical electrical equipment - Part 1-8: Collateral Standard:
General requirements, tests and guidance for alarm systems in
medical electrical equipment and medical electrical systems
1.5 EN 60601-2-27:2006 |Medical electrical equipment - Part 2-27: Particular requirements
for the safety, including essential performance, of Display and remote alarm
electrocardiographic monitoring equipment requirements
1.6 EN 1041:2008 |Information supplied by the manufacturer of medical devices
1.7 EN 980:2008 [Symbols for use in the labeling of medical devices
1.8 EN 13485:2012 |Medical devices - Quality management systems - Requirements for
regulatory purposes (1SO 13485:2003)
1.9 EN 14971:2012 [Medical devices - Application of risk management to medical
devices (1SO 14971:2007, Corrected version 2007-10-01)
1.10 EN 62304:2006 |Medical device software - Software life-cycle processes
1.11 EN 60601-1-6:2010 |Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral standard:
Usability
1.12 EN 62366:2008 [Medical devices - Application of usability engineering to medical
devices
2. Non- Harmonized Related Standards
2.1 IEC 60601-1: 2012 [Medical electrical equipment — Part 1: General requirements for
basic safety and essential performance
2.2 lIEC 60950-1: 2005 Information technology equipment —
Safety — Part 1: General requirements
2.3 IEC 60601-2-27: 2011 [Medical electrical equipment -Part 2-27: Particular requirements Display and remote alarm
for the basic safety and essential performance of requirements
electrocardiographic monitoring equipment
2.4 IEC 60601-2-34: 2011 [Medical electrical equipment -Part 2-34: Particular requirements Remote alarm
for the basic safety and essential performance of invasive blood requirements
pressure monitoring equipment
25 IEC 60601-2-49: 2011 [Medical electrical equipment -Part 2-49: Particular requirements Remote alarm
for the basic safety and essential performance of multifunction requirements
patient monitoring equipment
26 lISTA 1A Non-Simulation Integrity Performance Test Procedure Packaged-
Products 150 Ib (68 kg) or Less
CLINICAL EVALUATION:
2.7 IMEDDEV 2.7.1rev3 |AGUIDE FOR MANUFACTURERS AND NOTIFIED BODIES
GUIDELINES ON A MEDICAL DEVICES VIGILANCE
2.8 IMEDDEYV 2.12-1rev 8 [SYSTEM
GUIDELINES ON MEDICAL DEVICES
2.9 IMEDDEV 2.12-2 rev 6 |POST MARKET CLINICAL FOLLOW-UP STUDIES

A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES
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Network problem, system restarts
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Network cable is unplugged
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Not licensed
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Sl ISt b suis 1| Delete 1331 6 5

Delete software problem
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Reset software problem
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Sl JSie b sz 1| Printer 1530 o 5

Printer software problem

anlsy lgi 10 55 e 8 play

Ol St b s | Transmit 1330 o 5

Transmit software problem

anly lgi 10 S5 08 play

JSie b oanis 1,51 PACS viewer |53l o 5

SN

PACS viewer software problem
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Bed Disconnect
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Recording Trend Bed#
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.ol DISCIOSUNE 51 (6 253,55, Jl> 5o ianses

Recording Disclosure Bed#
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2w NIBPLISt 51 (6,.50,55, Jb> 58 psms

Recording NIBPL.ist Bed#
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Manual Alarm Record
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anly lgi 10 S5 508 play
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Recording Freeze Bed#
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Alarm Message

Alarm

Level

ECG

ECG NO CABLE

ECG SIGNAL WEAK

ECG ASYSTOLE

ECG CHECKLL OR ALL

ECG CHECK LAORALL

ECG CHECKRAORALL

ECG CHECK RL OR All

ECG CHECK RA

ECG CHECK LL

ECG CHECK LA

ECG CHECK C

HR OUT OF LIMIT

PWWWWWWwWwkFR,ww

TEMP

T2 OUT OF LIMIT

=

T10OUT OF LIMIT

=

RESP

RR OUT OF LIMIT

=

RESP CHECK LEADS

w

RESP APNEA

=

IBP1

IBPIMAP OUT OF LIMIT

IBP1DIA OUT OF LIMIT

IBP1SYS OUT OF LIMIT

IBPZMAP OUT OF LIMIT

IBP1 NO SENSOR

IBP1 ADJUST SCALE

IBP1 STATIC PRESSURE

IBP1 SEARCH

IBP1 DEFECT

WWWW W, (PP

IBP2

IBP2DIA OUT OF LIMIT

=

IBP2SYS OUT OF LIMIT

2-12



S J5Bls (sLaial aq 5569

IBP2 NO SENSOR

IBP2 ADJUST SCALE

IBP2 STATIC PRESSURE

IBP2 SEARCH

IBP2 DEFECT

WwWww(w

ETCO2

ETCO2 OUT OF LIMIT

FICO2

FICO2 OUT OF LIMIT

AWRR

AWRR OUT OF LIMIT

SPO2

SPO2 PROBE DEFECT

SPO2 NO PROBE

SPO2 PROBE OFF

SPO2 CHECK PROBE

SPO2 HIGH AMBIENT LIGHT

SPO2 SIGNAL WEAK

SPO2 ASYSTOLE

SPO2 OUT OF LIMIT

PR WINNINWIN

NIBP

NIBPMAP OUT OF LIMIT

NIBPDIA OUT OF LIMIT

NIBPSYS OUT OF LIMIT

NIBP MODE ERROR

NIBP SELF TEST FAILED

NIBP LOOSE CUFF

NIBP AIR LEAK

NIBP AIR PRESSURE ERROR

NIBP SIGNAL WEAK

NIBP RANGE EXCEED

NIBP EXESSIVE MOTION

NIBP OVER PRESSURE SENSED

NIBP SIGNAL SATURATED

NIBP PNEUMATIC LEAK

NIBP SYSTEM FAILURE

NIBP TIME OUT

NIBP MODULE ERROR

NIBP MODULE DEFECT

NIBP STOP ERROR

NIBP STOP PRESSED

NIBP LEAKAGE OK

NIBP NO MODULE

NIBP LOW BATTERY

NINININININIININININININININININININININFP P

COo2

CO2 SYSTEM FAULT#

CO2 SENSOR STANDBY MODE

C0O2 NO WATER TRAP

CO2 NO MODULE

CO2 NO SENSOR

CO2 CHECK SAMPLE LINE

CO2 NO ADAPTER

CO2 INVALID

CO2 INVALID AMBIENT PRESSURE

CO2 INVALID AMBIENT
TEMPERATURE

NININININ[WIN|WININ

CO2 ROOM AIR CALIB REQUIRED

N
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CO2 ACCURANCY INVALID,PLEASE
ZERO

N

CO2 INLET OCCLUDE

CO2 EXHUST OCCLUDE

CO2 UNEXPECTED REVERSE FLOW

CO2 UNEXPECTED FORWARD FLOW

CO2 CULATION ERROR

CO2 RESP APNEA

CO2 REPLACE ADAPTOR

CO2 SAMPLING LINE CLOGGED

NINEFINININININ

ARRHYTHMIA

VFIB ARRHYTHMIA

VTAC ARRHYTHMIA

RUN ARRHYTHMIA

AIVR ARRHYTHMIA

COUPLET ARRHYTHMIA

BIGEMINY ARRHYTHMIA

TRIGEMINY ARRHYTHMIA

TACHY ARRHYTHMIA

BRADY ARRHYTHMIA

AFIB ARRHYTHMIA

PAUS ARRHYTHMIA

FREQUENT PVCs

RELEARN

CAN NOT LEARN

ECG NOISE

[T Y T T PN e T TN TN PN TR TR PN TS
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Menu item Selection \ Default
View menu
2X2 Beds + BedView, 2%x2 Beds + 2x2 Beds,
3%X2 Beds + BedView , 3x2 Beds + 3%X2Beds, 4x1 Beds +
BedView, 4x1 Beds + 4%1 Beds, 4x2 Beds + BedView,
4x2 Beds + 4%2 Beds, 5%x1 Beds + BedView, 7X1 Beds +
BedView, 5x2 Beds + BedView, 5x2 Beds + 5x2 Beds ,
Mode 6x1 Beds + BedView, 6x1 Beds + 6x1 Beds, 6x2 Beds + 8x2 Beds + 8x2 Beds
BedView, 6x2 Beds + 6x2 Beds, 8%1 Beds + BedView,
8x1 Beds + 8%1Beds, 8x2 Beds + BedView, 8x2 Beds +
8x2 Beds, 9x1 Beds + BedView, 9x1 Beds + 9x1Beds,
10x1 Beds + BedView, 10x1 Beds + 10x1Beds
Recorder menu
Speeed 12.5, 25, 50 mm/s 25 mm/s
Time 5,10,15,20,25,30s,continuos 10s
Tracel ECG ECG
Trace?2 OFF OFF
Delay 5-15s 5s
RecordMode Recorder, Printer record
Setup menu
Language English,Russian, Polski, English
Set Thick Thick, Normal Normal
ScreenSize 17,19,19 Wide,18.5 Wide 197
SoundVolume 0-1007 307
Admin menu
Company SADAAT, PEC,INTEGRAL, MESSA, HEYER, NOLOGO
SIARE, NOLOGO
BedOffset 0-99 1
#Bed 1-32
BaselIP 102
IPAddress 192.168.0.200
UDP Port 40-2000 40
TCP Port 40-2000 50
PACS Server IP 192.168.0.254
Default Gateway IP 192.168.0.16
Bed Setting menu
ECG Lead LILII, aVR, aVL, aVF, V ]
ECG Gain AUTO,X0.25,X0.5,X1,X2,X4 AUTO
Speed 12.5, 25,50 25s
HR Alarm OFF, ON OFF
HR Alarm Low 30-250 50
HR Alarm High 35-255 100
Predic Record OFF, ON OFF
View Setting
Signal ECG, SPO2, IBP1, IBP2, CO2, RESP ECG, SPO2
Parameter Full parameter,HR, SPO2, IBP1, IBP2, TEMP, CO2 | Full parameter
Color
HR Green
SPO2 Violet
IBP1 Orange
IBP2 Purple
Cco2 Yellow
RESP Yellow
NIBP White
TEMP Sea Green
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