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e 319 -1
ECG Cable -9
1 DESCRIPTION PART NAME Order Code | Partnumber | Supplier Oﬁ’\;gaégon
ECG patient cable 5 ECG Patient cable,5
12 lead lead,Launch,98MEO1EA062) B91-081-786 |  98ME062
Afinity Patient Cable Affinity Patient Cable Nt
1.3 5 Lead (5 Lead A5C054) B91-081-784 A5C054
ECG Electrode,5 ECG Electrode,5
14 lead, Affinity lead, Affinity, A024105 B91-081-785 | A024105
Chest Lead Chest Lead,Snhap,Ambu,N-00-S/25 | B96-009-009
Mechanical S.C,Chest
Lead,Snap,Ambu,R-00-S/25 B96-009-237
SpO2 Accessories*** -9
2 DESCRIPTION Accessories Order Code | Part number | SUPPLIER |Operation Mode
Sp0O2
21 [NELLCOR PSSOl sensor Nellcore Orginal | B91-197-197 | DS-100A | NELLCOR
Adult finger clip,DS-100A
Nonin SpO2 Sensor,Nonin,Adult DB-9,U421- .
2.2 DB-9,U421-3AL  |Finger Clip DB-9,U421-3AL | B91-189-868 3AL Nonin
Nellcor SpO2 Sensor,Nellcor,Adult DB-9,U401-
2.3 DB-9,U401-2AL  |Finger Clip DB-9,U401-2AL | B91-189-872 2AL Nellcor
. SpO2 Sensor,Nellcore,
2.4 NELLCOlFSO(inna DS- China Adult finger B91-082-745| DS-100A NELLCOR
clip,DS100A
Spo2 Sensor,Pediatric finger 12,
2.5 NONIN,8000AP clip.NONIN.8000AP B91-183-142 8000AP NONIN
System,Fingertip Pulse
NONIN,Onyx 11 9560 | Oximetry,NONIN,Onyx Il | B91-185-580 | Onyx Il 9560 NONIN
9560
Electronic Module,Spo2 Ear
-,Clip Sensor,BCI B91-081-854
2.6 | Adult Cloth Disposable NONIN 6000CA B91-183-131 NONIN ADULT

VFY
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2.7 Adult Flexi-form NONIN 7000A B91-183-132 NONIN ADULT
28 Dlsposagllgt;’edlatrlc NONIN 6000CP B91-183-133 NONIN PEDIATRIC
29 | Pediatric Flexi-form NONIN 7000P B91-183-134 NONIN | PEDIATRIC
Disposable
210 |Disposable Infant Cloth NONIN 6000Cl B91-183-135 NONIN INFANT
241 | Infant Flexi-form NONIN 7000l B91-183-136 NONIN INFANT
Disposable
212 Neonatal Cloth NONIN 6000CN B91-183-137 NONIN Neonate
Disposable
213 | Neonatal Flexi form NONIN 7000N B91-183-138 NONIN Neonate
Disposable
2.14 Spo2 NONIN 8000AA B91-085-868 NONIN ADULT
Sensor,Nonin,Adult
215 | Pediatric finger clip NONIN 8000AP B91-183-142 NONIN | PEDIATRIC
216 | Large Reusable soft NONIN 8000SL B91-183-139 NONIN |Large ADULT
sensor
217 Medium Reusable soft NONIN 8000SM B91-183-140 NONIN Medium
sensor ADULT
218 | Small Reusable soft NONIN 8000SS B91-183-141 NONIN | Small ADULT
sensor
219 | Large E:#:g:"e soft SAIRAN SAT IE-A-100-NO | SAIRAN |Large ADULT
200 | Laree 5:#;05‘:"" soft SAIRAN SAT IE-A-101-NO | SAIRAN |Large ADULT
091 |Neonatal Reusable soft SAIRAN SAT IE-N-100-NO | SAIRAN Neonate

sensor

'FF




ORllo GyTslg)y3S) @aliso OS5y

Nonin SpO2 Accessories

ﬂ.lh:

e
—

8000AA 8000SL 8000AP 8000SM
N ~ N ~ t
- ® o 2 - y >
- ]
8000SS 6000CA/7000A 6000CP/7000P 6000C1/70001 6000CN/7000N
Nelcore SpO2 Accessories
FOAM A/N ADH-P/1

Foam wrap for OXI-A/N and D-YS sensors

Adhesive wrap for OXI-P/I and D-YS sensors

FOAM P/I

Foam wrap for OXI-P/I and D-YS sensors

g
ADH-A/N
Adhesive wrap for OXI-A/N and D-YS sensors

Posey® wrap for OXI-P/I, 0XI-A/N and D-YS sensors

VFo
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Nelcore SpO2 Sensors

Oxiband
OXI-P/I

Pediatric/Infant
3-40 kg

Oxiband
OXI-A/N

Adult/Neonatal
<3 kg or >40 kg

Oxiband
OXI-P/I

Pediatric/Infant
3-40 kg

Durasensor
DS-100A

Adult
>40 kg

D-YSPD PediCheck®
Pediatric Spot-Check Clip

Use with Dura-Y
3-40 kg

Oxiband
OXI-A/N

Adult/Neonatal
<3 kg or >40 kg

D-YSE
Earclip

Use with Dura-Y
>30 kg

122
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1- IBP Accessories
3 DESCRIPTION PART NAME Order Code Part number SUPPLIER
IBP transducer IBP transducer MEDEX
3.1 (logical&Reusable) | 960 (logical&Reusable) B91-082-400 | MEDEX 960 Medex
3.2 IBP Dome IBP Dome MX960XX B91-082-399 MX960XX Medex
IBP Interface Cable
3.3 IBP Interface Cable MX961XX B91-082-293 MX961XX Medex
34 IBP Broket IBP Broket MX262 B91-082-397 MX262 Medex
35 IBP Clamp IBP Clamp MX260 B91-082-398 MX260 Medex
1- Temperature Accessories
4 DESCRIPTION PART NAME Order Code SUPPLIER
Tempereture Tempereture nal.
Probe,Skin,FMT,S1 Probe,Skin,FMT,S1 B91-081-860
Tempereture Tempereture a1
Probe,Rectal, FMT,R1 Probe,Rectal, FMT,R1 B91-081-861
1- NIBP Accessories
DESCRIPTIO SUPPLI Size/
5 N 101 P/N Order Code | Part number ER Description Range
Tuff Cuff . B91-082-
5.1 Size1l Tuff Cuff Sizell 338
Mechanical
S.C,Cuff,Biomedic B9éé(i8l—
al,Adult,Sizell

VFY
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Mechanical

S.C,Cuff,Biomedic ng%(;%'
al,Adult,Sizel1
Mechanical
S.C,Cuff,Welchally ngé%or
n,Adult,Sizell
5.9 NIBP NIBP Spring B96-005- Cas
' SPRING Pipe pipe,Cas) 402
Mechanical
S.CNIBP Spring | B98:005-
; 635
pipe,Suntech
Mechanical
S.C,NIBP Spring Ana.
Tube(D:7.5 596152%09
d:3.5),DALIAN,V
SC0014
Mechanical
5.3 CUF'\ILI(E:Dze 1) S.C,Cuff,SoftChec ngé%os' NN1 Neonatel, | 3-6cm
k,Neonate,NN1
Mechanical
5.4 CUFI\ILI(E:Dze 2) S.C,Cuff,SoftChec ngé%os' NN2 Neonate—2 | 4-8cm
k,Neonate,NN2
Mechanical
5.5 CUFI\ILI(E::;e 3) | S:C.Cuff.SoftChec ng_l%%_ NN3 Neonate -3 | 4-8 cm
k,Neonate,NN3
Mechanical
5.6 CUF'\F”(';PZG 4 | SCCuffSoftChec 5926%03' NN4 Neonate - 4 6(:'#1
k,Neonate,NN4
Mechanical
5.7 CUF'\ILI(E::;e 5) S.C,Cuff,SoftChec 892&03' NN5 Neonate - 5 7c-r1n4
k,Neonate,NN5
Mechanical
5.8 CUF'\F”(';PZe 6 | S.C.CuffWelchally B95003- Neonate - 6 | 8-15¢m
n,Adult,Size6
Mechanical
5.9 CUF'\F”(';PZe 2y | S.C.Cuff:Welchally ngé%%' 8-1 cm
n,Adult,Size7
Mechanical
NIBP B96-003- . 13-
5.10 . S.C,Cuff,Welchally Child
CUFF(Size 8) n.Adult, Sizes 381 20cm
Mechanical
NIBP B91-081- 18-
5.11 CUFF(Size 9) S.C,Cuff,_CAS,Adu 863 US1826HP Cas Small Adult 26cm
It,Size9
Mechanical
NIBP B96-003- 26-
5.12 . S.C,Cuff,Welchally Adult
CUFF(Size 10) n.Adult Size10 383 35cm
. B91-082-
Cuff, Tuff,Sizell 338
Mechanical
S.C,Cuff,Biomedic 895581-
al,Adult,Sizel1
Mechanical
S.C,Cuff,Biomedic 392%0703-
al,Adult,Sizell
Mechanical
S.C,Cuff,Welchally BQ%%O?-
n,Adult,Sizell

1FA
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Mechanical
NIBP B96-007- 32-
5.14 ! S.C,Cuff,Welchally Large Adult
CUFF(Size 12) n Adult Size12 440 42cm
Mechanical
515 CUFE(IgzPe 13) | S-C.Cuff.Welchally 8925(3103_ LarﬁinA b 43?:;n
n,Adult,Size13 g
Qs> A\
Neo Small Child Child Small Adult Adult Large Adult Adult Thigh
Adult Long  Large Adult Long
1- Capno. Accessories
Order
6 DESCRIPTION PART NAME Code Part number SUPPLIER
Electronic
Module,Mainstream B91-082-
Capno,Phase in,IRMA 342 PHASEIN
Co2
Electronic Module,ISA™
Sidestream B91-081-
Capno,PHASEIN,ISA 471 PHASEIN
CO2
Mechanical S.C,Air way B96-003-
Adapter,Phasein,Blue Eye 197 PHASEIN
Mechanical
Disposable S.C.,Disposable Airway B96-005-
Airway Adaptor Adaptor,Blue eye 410
windows
Mechanical S.C.,Infant
IRMA Airway 5926805- REF 106260
Adapter,REF 106260
Cable assembly,X-
6.4 CAPNO cable 110,External Capno Bg;égm'
Cable,Ver 1.0

1F4
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1- Battery
Order
7 DESCRIPTION PART NAME Code Part number | SUPPLIER
Li-lon Battery,Rechargable,Li-
71 Rechargeable Ion,3.7V,26_00mAh,SAMSUNG,6 B91-185- 1O
Battery X18650 With BMS3*3.7=11.1V, 934
2600 mAH
Power Supply,Switching,220VAC
72 | ACAdaptor | ,15VDC,2.67A Meanwell, GSM60 GSMBOALS-1 MEAN
P1J WELL
A15-P1]
Power
supply,Switching,220VAC, B91-085-
12VDC,15W,APS,GS2A-015- 834
120-A
Power supply,Switching,220VA B91-085-
C,12vDC,18W,AM,FRM024- 835
S12-E
Power supply,Switching,220VAC B91-085-
,12VDC,24W,SL,MW172KB120 836
3M01
Power
Supply,Switching,220VAC, 89;%81'

12VDC,5A,60W,PAAOGOF
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oliwd (8 Olasuin
Main Parameters:

* iei Main board
 Display : Color TFT 19” 1366x768
» Sweep Speed 12.5,25 or 50 mm/s
« Weight: < 5Kg (including battery)
 Safet Y Standard
IEC 60601-1, EN 60601-2-49
» Operation Temperature: 0° C to 40° C
» Storage Temperature: -30° C to 60° C
+ ECG+HR
* Spo2 + PR
* Resp+RR
« NIBP
« 2Temp+2IBP
« CO2( main stream)

Options:
« 10C( Index of Consciousness)
» Remote patient monitoring
« Arrhythmia Analayzer
« ST Segment detection
* 2.0” Termal recorder
« CO2( Side-Stream)
- ICG
« BIS

A}
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General Specification
Equipment Class
Display

Display Size

Display Resolution

Viewing Angle:

Sweep Speed

Aspect Ratio
Dimensions
Weight

Safety Standards

EMC Standard

Power specification

Operating Temperature
Storage Temperature
Relative Humidity
Storage Humidity
Atmospheric Pressure

Alarm

Sbs @illc jeixils

Class I orll(depend on external power adaptor class),
Internally Powered, IPX1, Continuous Operation

High Contrast Color TFT Flat Panel
19” Diagonal
1366x768

A 80°

e 12.5,25,50 mm/s user selectable for ECG
e 25 mm/s for SpO2 and IBP
e 12.5 mm/s for Respiration

1.6 S/mv max

303%x460x67 mm

5.4 Kg (including battery)
IEC 60601-1, EN 60601-2-49

IEC 60601-1-2
External Adaptor, Mepos, mpu31-105

e Input: 110-240 VAC;0.29-0.16 A;47-63Hz
e Output:12 VDC;3A
e Frequency: 50/60 Hz

0°Cto40°C
-30°Cto 60 °C
25% to 95%

10% to 95%
700hpa to 1060hpa

Audio and Visual Alarm

VoY



ECG

Number of ECG Channels

Available Leads
Measuring Range
QRS Detection
Accuracy
CMRR

Defib. Protection
Leakage Current
Patient Isolation

Pace Detect & Reject

Filter Modes

Cable

Standard

ORllo GyTslg)y3S) @aliso OS5y

4 Channels
IL,LI,aVr,aVl,aVvi,V (5 wire) LILIHI(3 wire)

30-300 BPM

e Adult mode: 70 -120 ms, 0.25 -5 mV
e Neonate mode: 40 - 120 ms, 0.2 - 5 mV

2BPM or 2% Max

At least 98 db at 50 Hz or 60Hz
Yes

<10 uA

>4000 VAC

Amplitude 2 -700 mV, Width 0.1-2 ms

e Monitor: 0.5 - 40 Hz
e Extended: 0.05 - 100 Hz
e Surgery: 0.5-25Hz

3-lead and 5-lead Standard Cables

EN60601-2-27, ANSI/AAMI EC13
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Nonin® OEM III Specifications

Displayed Oxygen Saturation Range (Sp02) 0 to 100%
Displayed Pulse Rate Range 18 to 321 beats per minute (BPM)
Measurement Wavelengths and Output
Power**
Red: 660 nanometers @ 0.8 mW maximum average

Infrared (using NONIN PureLight® Sensor): 910 nanometers @ 1.2 mW maximum average

SpO2 Accuracy (Arms*) 70-100%
Adults/Pediatrics Neonates
No Motion

REUSABLE: Finger Clip: + 2 digits * 3 digits
Flex: + 3 digits * 3 digits

Soft Sensor: + 2 digits N/A

8000R: + 3 digits N/A

8000Q: + 4 digits N/A
DISPOSABLE: 6000 Series: + 2 digits * 3 digits
7000 Series + 3 digits + 4 digits

Motion
REUSABLE: Finger Clip: + 2 digits * 3 digits
Flex: + 3 digits * 4 digits
Soft Sensor: + 3 digits + 4 digits
Low Perfusion Al Sensors: + 2 digits * 3 digits
Pulse Rate Accuracy
Adults/Pediatrics Neonates
No Motion (18-300 BPM)

REUSABLE: Finger Clip: + 3 digits * 3 digits
Flex: + 3 digits + 3 digits
Soft Sensor: + 3 digits + 3 digits
8000R: + 3 digits + 3 digits
8000Q: + 3 digits * 3 digits
DISPOSABLE: 6000 Series: + 3 digits * 3 digits

VOF



7000 Series:
Motion (40-240 BPM)
REUSABLE: Finger Clip:
Flex:
Soft Sensor:
Low Perfusion (40-240 BPM) All Sensors:

Notes:
* £1 Arms represents approximately 68% of measurements.

** This information is especially useful for clinicians performing photodynamic therapy.

100

+ 3 digits

+ 5 digits
+ 5 digits
+ 5 digits

+ 3 digits
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+ 3 digits

+ 5 digits
+ 5 digits
+ 5 digits

* 3 digits
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Salran SA V1.0 Specifications
Displayed Oxygen Saturation Range

Displayed Pulse Rate Range
Measurement Wavelengths
Red:

Infrared (using NONIN PureLight® Sensor):

SpO2 Accuracy (Arms*)

No Motion

REUSABLE:

Motion

REUSABLE:

Low Perfusion

Pulse Rate Accuracy

No Motion (18-300 BPM)

REUSABLE:

Motion (40-240 BPM)

REUSABLE:

Low Perfusion (40-240 BPM)

Notes:

(SpO2) 0 to 100%

20 to 320 beats per minute (BPM)

660 nanometers

910 nanometers

70-100%
Adults/Pediatrics
Finger Clip: * 2 digits
Finger Clip: + 2 digits
All Sensors: + 2 digits
Adults/Pediatrics
Finger Clip: + 3 digits
7000 Series:  * 3 digits
Finger Clip: * 5 digits
All Sensors: + 3 digits

\[\}4

Neonates

+ 3 digits

+ 3 digits

+ 3 digits

Neonates

+ 3 digits

+ 3 digits

+ 5 digits

* 3 digits



Pulse Oximetery Nellcor

Module

Displayed parameters
Measuring Method
SpO2 Range

Pulse Rate Range

Saturation Accuracy

PR Accuracy
Sensor

Modes

Standard

Respiration

Sensing Lead
Measuring Method
Displayed Parameters
Breath Rate Range
Dynamic Range

Accuracy

NIBP

Module

Displayed Parameters
Measuring Range
Accuracy

Memory

Nell-1 OEM Module
Saturation, Pulse Rate and curve
Absorption Spectrophotometry
1-100%

20-250 BPM

At 70% - 100%: 3%
At 1% - 70% : Unspecified

At 20 bpm to 250 bpm : £ 3 bpm

Nell-1 adult and neonate Probe

Adult, Pediatric and Neonate mode
Improved Performance with Low Perfusion Patients

EN ISO 9919

lorll

Impedance Pneumography
Respiration rate and curve
5-150 BPM

0.5-2 Ohms

2BrPM or 5% Max

SUNTECH (U.S.A), IOl (Iran)

e Systolic, Mean and Diastolic Pressure
e HR on measuring time.

e 20-280 mmHg (adult/pediatric mode)
e 5-155 mmHg (neonate mode)

+3mmHg or £2% (whichever is greater) Full Range

Up to 100 Records

\I\N4
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IBP (optional)

Number of channels
Displayed Parameters
Linear Input Range
Accuracy

Zero Accuracy

Pressure sensor sensitivity
Temperature(optional)
Number of Channels
Displayed Parameter
Measuring Range
Accuracy

Inclusive Accuracy
Resolution

Probe Type

Standard

2 (4 channels optional)

Systolic, Mean and Diastolic Pressure (number and curve)
-30 to +300 mmHg After Zeroing

+2mmHg with Transducer

+1mmHg

5uV/V/mmHg

Temperature

10Cto50C

+0.1 C (10-50 C), Exclusive of Probe Errors
0.1 C (32-42 C), £0.2 C (otherwise)

01C

YSI-400 compatible

EN 12470-4

CO2 main-Stream (Optional)

Transducer Type

Displayed parameters

Measuring Range

Accuracy

Respiration Rate

Respiration Accuracy

IRMA Air Way main stream (Phasein)

RR, Waveform Data and Inspired/ Expired Concentrations of CO2
0 - 75 mmHg

+2%

3-100 bpm

+1 bpm

10A
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Trend

ECG Signal
NIBP

Parameters

Recorder
Model
Printing Speed

10C
EEG

Burst Suppression Rate(BSR)

EMG

Signal Quality Index(SQI)

Lead off detection

96 h of Master Lead

Up to 100 records during 96h

96h All parameters

Electrode impedance measuremen

10C
Data Logging

EEG sampling frequency
CMRR

Power supply

Index and display update

Total index update delay

Main Board
CPU

Cache

Memory

164

101 Thermal Printer

25 mm/sec

+475uV,16 bit resolution
0 - 100%

0 - 100 unit less

0 - 100%

15s interval

0 - 15 KOhm, (+/- 1kOhm)

Yes

1024 Hz

>100 dB

5VDC, 130mA
gCONO0-99,1s

10s

ARM based SOC-200MHZ
16k I-cache , 16k D-cache
64MB SDRAM on bhoard

16MB NorFlash on board
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PWM

Port

Power Requirement
Dimensions

Operating Temperature

Power multi module
Power Requirement

Soft ware
Boot time or Startup < 5s

User friendly software

96 h continuous ECG recording
100 recent NIBP reports
Trend for all parameters

TECG leads simultaneously

4GB NandFlash on board
1 Channel

Integrated 10/100 Mbps
Ethernet LAN

11xSerial
2xUSB
12V@200mA
80mmx 64mm

-20°C to +70°C

12V@700mA

ECG Analog Output

BW(-3db;reference ferequency: 5HZ) Diagnostic Mode:0.05 — 100 HZ
QRS Delay <35 ms

Sensitivity 1V/imv +10%

Output range + 5V

Data rate 500 samples/sec

DC Offset 10 mv

Noise 100 mv p-p

Standards IEC 60601-2-27 (2012)

19
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Sres=1.0874
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o 0 SIS 4 b ooy 5l ol ol
Rms70_80= 2.59829
Rms80_90= 3.205377
Rms90_100= 2.59855
Bias70_80=-2.377777
Bias80_90= -3.066666

Bias90_100=-2.36444

Linear regression of SPO2% on Sao2%

100
95 |
90
X
S 85f
o
n
80 - O  Original data
Regression line
Identity line
75
70 1 1 |
70 75 80 85 90 95 100

Sao02,%

\Id}
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Linear regression of SPO2% on Sao02% with Bias=1.5%

100
95 -
90 r
X
S 85
o
w
80 - o0 O Original .data.
— Regression line
— Identity line
75 r
O
70 1 1 1 1 1 |
70 75 80 85 90 95 100
Sa02,%
Linear regression of SPO2% on Sao2% with Bias=Bs% (real bias in trial)
100 oD
95 |-
90
R
S 85
o
(7p]
80 - O  Original data
— Regression line
— Identity line
7r 0
70 1 | 1 1 | |
70 75 80 85 90 95 100
Sao2,%

Py
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PolCd pI LS &gl

TFT

Speaker ﬁ ‘ ‘

SPO2 MB
ECG '
Left NIBP
>
Panel
Recorder | —m— Power
Alarm Light Battery

i [ Key board

Switch & Fuse
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AC Adaptor A= 2MOPP

B=2MOOP

Mains 15VvDC

MOPP=Means of patient protection (EN60601-1:2005 2, lailiul 43 254 & s )

MOOP=Means of operator protection (EN60601-1:2005 2 lalin 43 355 & 5 )

sl Vgl (0

C O
Auxiliary port [[ ECG/Resp/Sp02
O
D
C O
- o)
D
C —1O0
VGA K IBP/TEPM
—O
D
C
|i CO;
o C=1MOPP

D=1MOPP

45‘)‘6\.&;)};[)‘03\.&2#‘ CJ& Q)}«p)b b}.&ksar.a‘ﬁspoz ;Jjﬁé.ijlé)‘ ECG, SPOZ wdw&jﬁ\ \42§.:
il a2l 318 Colizal O sV g 5l pl Sl Sas 05l Jons 55 0
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AL asl B izl b O sV 551l Sl Ko 0l oas 55 0l #5151 (gla gt 1 05 Lizus]
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O S asred .19

AL, 09
MENU ITEM Default Setting
Gender Male
Surname
Age(year) 25
. Height(cm) 170
Patient Weight(Kg) 69
Patient Adult
Bed Number 1
Hospital
ECG Gain 10 mm/mv
Heart Beep On
HR Source Auto
Pace Mark Off
Notch Filter 50 Hz
ECG ECG Cable 3 Wires
Master Lead Lead 1
ECG Filter Monitor 0.5-40 Hz
Lead Fail(service mode) ON
Test Pulse(service mode) OFF
Sp02 Sensitivity Normal
RESP Lead I
RESP RESP Gain |
IBP IBP1 Scale AUTO
IBP2 Scale AUTO
Automatic Mode Off
Initial Inflation-Adult(service mode) 160
NIBP Initial Inflation-Pediatric(service mode) 120
Initial Inflation-Neonate(service mode) 100
Test(service mode) OFF
Amplitude CO2 Auto
Apnea Time(sec) 20
Capno Primary Agent ID Not selected
Oxygen Conc. :(%) 0-30
N20 Conc. :(%) 0
I0C Amplitude +/- 120 uv
Recorder Recorder Central
Audio ON
HR-PR(bpm) 55-140-On-Med
Alarm Sp02 (%) 90-100-On-Med
RR (bpm) 10-30-On-Med
CO2 Insp 0-25-On-Med
CO2 Exp 20-60-On-Med

17A
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I0C gCon 0-100-On-Med
I0C EMG 0-100-On-Med
IOC ESR 0-100-On-Med
I0C SQI 0-100-On-Med
IBP1 Sys 80-150-On-Med
IBP1 Dias 60-110-On-Med
IBP2 Sys 80-150-On-Med
IBP2 Dias 60-110-On-Med
TEMP 1 34-39-On-Med
TEMP 2 34-39-On-Med
NIBP Sys. 80-150-On-High
NIBP Dias. 60-110-On-High
Low Battery On
Graph HR

Trend Scale Scale 1 Hour
Step 1px
Time (En.)
Volume 5
Brightness 4

Setup Recorder Local
Pin Code XXX X
View CCuU

174
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Electromagnetic environment table (EMC)

Guidance and manufacturer's declaration- electromagnetic emissions

The patient heart monitor is intended for use in the electromagnetic environment specified
below. The customer or the user of the patient Heart Monitor should assure that it is used in
such an environment.

Emissions test Compliance Electromagnetic environment - guidance

RF emissions CISPR 11 The patient Heart Monitor uses RF energy only
for its internal function. Therefore, its RF
emissions are ver low and are not likely to cause
any interference in nearby electronic equipment.

Group 1

RF emissions CISPR 11 Class B

Harmonic emissions IEC

61000-3-2 Class A
Voltage fluctuations/flicker The patient Heart Monitor is suitable for use in
emissions all establishments, including domestic

. establishments and those directly connected to
IEC 61000-3-3 Complies

the public low-voltage power supply network
that supplies buildings used for domestic
purposes.
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Guidance and manufacturer's declaration — electromagnetic immunity

The patient Heart Monitor is intended for use in the electromagnetic environment specified
below. The customer or the user of the patient Heart Monitor should assure that it is used in such

an environment.

Immunity test IEC 60601 test Compliance level | Electromagnetic environment —
level guidance

Electrostatic +6 kv contact Floors should be wood, concrete

discharge (ESD) + 8 kv air or ceramic tile. If floors are

IEC 61000-4-2

covered with synthetic material,
the relative humidity should be
at least 30 %.

Electrical fast
transient/burst

+2 kv for power
Supply lines

Mains power quality should be
that of a typical commercial or

IEC 61000-4-4 1kv for input/output hospital environment.

+lines
Surge +2 kv differential Mains power quality should be
IEC 61000-4-5 mode that of a typical commercial or

+2kv common hospital environment.

mode
Voltage dips, short | <5% Ut Mains power quality should be
interruptions and (>95% dip in U7) that of a typical commercial or
voltage variations | For 0.5 cycle hospital environment. If the user
on power supply 40% Ut of the patient Heart Monitor
input lines (60% dip in UT) requires continued operation
IEC 61000-4-11 For 5 cycles during power mains

70% Ut interruptions, it is recommended

(30% dip in Ur)
For 25 cycles
<95%dip in Ur)
For 5 sec

that the portable patient heart
monitor be powered from an
uninterruptible power supply or
a battery.

Power frequency
(50/60 Hz)
Magnetic field
IEC 61000-4-8

Power frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical commercial
or hospital environment.

NOTE Ur is the a.c. mains voltage prior to application of the test level.

\va




ARAD 36 E3le 1Txls

Guidance and manufacturer's declaration — electromagnetic immunity

The patient Heart Monitor is intended for use in the electromagnetic environment specified below. The
customer or the user of the patient Heart Monitor should assure that it is used in such an environment.

Immunity test IEC 60601 test level Conilg\lllealmce Electromagnetic environment — guidance
Portable and mobile RF communications
equipment should be used no closer to any part
of the patient Heart Monitor, including cables,
than the recommended separation distance
calculated from the equation applicable to the
frequency of the frequency of the transmitter.
Recommended separation distance
d= [%}/30 =6.39

Conducted RF 3Vrms 3 [Vi]V
IEC 61000-4-6 150kHz to 80 MHz d= 3.5 JP 80 MHz to 800 MHZ=6.39 d=
El
3
61000 -4-3 80 MHZ to 2.5GHZ ' ' E,

Where P is the maximum output power rating
of the transmitter in watts (W) according to the
transmitter manufacturer and d is the
recommended separation distance in meters
(m).

Field strengths from fixed RF transmitters, as
deter-mined by an electromagnetic site survey @
should be less than the compliance level in each
frequency rang.®

Interference may occur in the vicinity of
equipment marked with the following symbol:

()

NOTE 1 At 80 MHz and 800MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects people.

a Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic site survey should be considered. If the measured
field strength in the location in which the IRMA sensor head is used exceeds the applicable RF compliance
level above, the IRMA sensor head should be observed to verify normal operation. If abnormal performance
is observed, additional measures may be necessary, such as reorienting or relocating the IRMA sensor head.
Over the frequency range 150kHz to 80 MHz, field strengths should be less than 10 V/m.
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Recommended separation distances between

Portable and mobile RF communications equipment and the patient Heart Monitor

The patient Heart Monitor is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer of the user of the patient Heart Monitor can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the patient Heart Monitor as recommended below,
according to the maximum output power of the communications equipment.

Separation distance according to frequency of transmitter
Rated maximum output m
power of transmitter
150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
W
d=[Z2WP d=F 1P d=[Z VP
0.01 0.1166 0.1166 0.2333
0.1 0.3689 0.3689 0.7379
1 1.167 1.167 2.333
10 3.689 3.689 7.3786
100 11.667 11.667 23.333

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in metres (m) can be estimated using the equation applicable to the frequency of the
transmitter. Where P is the maximum output power rating of the transmitter in watts (W) according to
the transmitter manufacture.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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List of Harmonised standards of the device:

NO Standard Title
Medical electrical equipment — Part 2-27: Particular requirements for
EN 60601-2- . . . . .
1 97-2011 the safety, including essential performance, of electrocardiographic
' monitoring equipment
EN 60601-2- Medical electrical equipment — Part 2-30: Particular requirements for
2 30:2000 the safety, including essential performance, of automatic cycling non-
' invasive blood pressure monitoring equipment
Medical electrical equipment — Part 2-34: Particular requirements for
EN 60601-2- . . . . .
3 34:2000 the safety, including essential performance, of invasive blood pressure
' monitoring equipment
4 EN 60601-2- Medical electrical equipment — Part 2-49: Particular requirements for
49:2001 the safety of multifunction patient monitoring equipment
5 EN I1SO 21647-2004 Medical electrlca_l equipment — Partlcul_ar requwements_ for the basic
safety and essential performance of respiratory gas monitors
Medical electrical equipment — Particular requirements for the basic
6 EN 1SO 9919:2005 | safety and essential performance of pulse oximeter equipment for
medical use
7 EN 12470-4:2000 Clinical thermometer_s — Part 4. Performance of electrical
thermometers for continuous measurement
EN 60601-1-2005 Medlcz.al elec_trlcal equ_lpment — Part 1: General requirements for
8 safety including essential performance
Medical electrical equipment — Part 1. General requirements for
9 EN 60601-1-2:2007 | safety including essential performance.Collateral Standard:

Electromagnetic Compatibility
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