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The Blood Pressure Monitor is digital LCD monitors intended for use in measuring blood 
pressure and heartbeat rate with wrist circumference ranging from 13.5cm to 21.5 cm 
( about 51/3″-81/2″ ). It is intended for adult indoor use only.

Manufactured by: Guangdong Transtek Medical Electronics Co.,Ltd
(Zone A, No.105 Dongli Road Torch Development District, Zhongshan, Guangdong 528437 China)

Sold in Australia by Kogan Australia Pty Ltd,
(GPO Box 2679 Melbourne VIC 3001)
ARTG Number: ARTG 286504
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wrist

Symbol for “THE OPERATION 
GUIDE MUST BE READ”

Symbol for “SERIAL NUMBER”

Symbol for “TYPE BF APPLIED 
PARTS”

Symbol for “DIRECT CURRENT”

Symbol for “ENVIRONMENT 
PROTECTION - Electrical waste 
products should not be disposed of 
with household waste. Please recycle 
where facilities exist. Check with your 
local authority or retailer for recycling 
advice”

Symbol for “MANUFACTURE 
DATE”

Caution: These notes must be 
observed to prevent any damage 
to the device.
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wrist

wrist

The maximum temperature that the applied part can be achieved is 42.5℃ while the 
environmental temperature is 40℃.
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Systolic pressure 

Diastolic pressure 

mmHg Measurement unit of the blood pressure 
(1mmHg=0.133kPa)

kPa Measurement unit of the blood pressure 
(1kPa=7.5mmHg)

Current time

Low battery Batteries are low and need to be replaced

SYMBOL DESCRIPTION EXPLANATION

Year/Month/Day,Hour : Minute

High blood pressure

Low blood pressure

Pulse in beats per minutePulse display

Motion indicator Motion may result in an inaccurate 
measurement.

Blood pressure monitor is detecting an 
irregular heartbeat during measurement.Irregular heartbeat

Blood pressure 
level indicator Indicate the blood pressure level

 Heartbeat Blood pressure monitor is detecting a 
heartbeat during measurement.

Memory Indicate it is in the memory mode and 
which group of memory it is.
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CUFF
(Type BF applied part)

BATTERY
COMPARTMENT

List

1) Wrist Blood Pressure Monitor BVDWBPMTRKA
 

2) 2×AAA batteries

3) User manual

LCD DISPLAY

GRADE

TIME

SYSTOLIC PRESSURE

DIASTOLIC PRESSURE

MEMORY BUTTON

SET BUTTON

START/STOP BUTTON

PULSE RATE
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After confirming the meausrement unit, the LCD will display all the settings you have 
done one by one and then shut off, 
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Date and time will
display alternately. 

 

UP

DOWN

The corresponding 
time is 10:38.

The corresponding 
date is 5th January.

When the monitor is off, press“MEM”button 
to show the latest measurement record.
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press

artery vein
blood discharging
Systolic

relax

blood entering
Diastolic  

SYS

DIA

<120

<80

120~129

80~84

130~139

85~89

140~159

90~99

160~179

100~109

>180

>110

LevelBlood 
Pressure
(mmHg)

Optimal Normal High-normal Mild Moderate Severe
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Pressure: 5℃-40℃within±0.4kPa(3mmHg) 
Pulse value:±5%

operation

Device classification Internally Powered ME Equipment
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Risk management
Labeling

User manual

General Requirements 
for Safety

Electromagnetic 
compatibility

Performance 
requirements

Clinical investigation

Usability

Software life-cycle 
processes

EN ISO 14971:2012 Medical devices - Application of risk management to medical devices

EN 980:2008 Symbols for use in the labelling of medical devices

EN 1041:2008 Information supplied by the manufacturer of medical devices

EN 60601-1:2006 Medical electrical equipment - Part 1: General requirements for basic safety and 
essential performance

EN 60601-1-11:2010 Medical electrical equipment - Part 1-11: General requirements for basic safety 
and essential performance - Collateral standard: Requirements for medical electrical equipment and 
medical electrical systems used in the home healthcare environment

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

EN ISO 81060-1:2012 Non-invasive sphygmomanometers - Part 1: Requirements and test methods 
for non-automated measurement type

EN 1060-3:1997+A2:2009 Non-invasive sphygmomanometers - Part 3: Supplementary 
requirements for electro-mechanical blood pressure measuring systems

EN 1060-4:2004 Non-invasive sphygmomanometers - Part 4: Test procedures to determine the 
overall system accuracy of automated non-invasive sphygmomanometers

EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability

EN 62366:2008 Medical devices - Application of usability engineering to medical devices

EN 62304:2006/AC: 2008  Medical device software - Software life cycle processes



1) * This product needs special precautions regarding EMC and needs to be 
installed and put into service according to the EMC information provided, and 
this unit can be affected by portable and mobile RF communications 
equipment.
2) * Do not use a mobile phone or other devices that emit electromagnetic 
fields, near the unit. This may result in incorrect operation of the unit.
3) * Caution: This unit has been thoroughly tested and inspected to assure 
proper performance and operation!
4) * Caution: This machine should not be used adjacent to or stacked with 
other equipment and that if adjacent or stacked use is necessary, this machine 
should be observed to verify normal operation in the configuration in which it 
will be used.
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Table 1 Guidance and MANUFACTURER’s declaration – ELECTROMAGNETIC 
EMISSIONS- for all ME EQUIPMENT and ME SYSTEMS 

Guidance and manufacturer’s declaration – electromagnetic emissions

RF emissions 
CISPR 11

Group 1 

Class B 

Not applicable 

Not applicable 

Compliance

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

Harmonic emissions 
IEC 61000-3-2

Voltage fluctuations/ 
flicker emissions IEC 
61000-3-3  

RF emissions 
CISPR 11

Emissions test Electromagnetic environment - guidance

The device uses RF energy only for its internal 
function. Therefore, its RF emissions are very low 
and are not likely to cause any interference in nearby 
electronic equipment.

The device is suitable for use in all establishments, 
including domestic establishments and those directly
connected to 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 

IMMUNITY test
 

±6 kV contact
±8 kV air 

±6 kV contact
±8 kV air 

 

±2 kV for 
power supply lines 

Not applicable

±1 kV line(s) 
to line(s)
±2 kV line(s)
to earth 

Table 2 Guidance and MANUFACTURER’s declaration – electromagnetic 
IMMUNITY – for all ME EQUIPMENT and ME SYSTEMS 

IEC 60601 test level    Compliance level

Electrostatic 
discharge (ESD) 
IEC 61000-4-2 

Electromagnetic 
environment - guidance

Floors should be wood, 
concrete or ceramic tile. If 
floors are covered with 
synthetic material, the 
relative humidity should be 
at least 30%.

Electrical fast 
transient/burst 
IEC 61000-4-4 

Surge IEC 
61000-4-5

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

±1 kV for 
input/output lines

Not applicable

Mains power quality should
be that of a typical
commercial or hospital
environment.

Mains power quality should
be that of a typical
commercial or hospital
environment.
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<5% UT
(>95% dip in UT )
for 0.5 cycle

40% UT
(60% dip in UT )
for 5 cycles

70% UT
(30% dip in UT )
for 25 cycles

<5% UT
(>95% dip in UT )
for 5 s

3A/m

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

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

3A/m

Power frequency 
(50/60Hz) 
magnetic field 

IEC 61000-4-8 

Voltage dips, 
short interruptions
and voltage
variations on 
power supply 
input lines

IEC 61000-4-11 

Not applicable

Mains power quality should
be that of a typical
commercial or hospital
environment. If the user of
the device requires 
continued operation during
power mains interruptions,
it is recommended that the
device be powered from an
uninterruptible power supply
or a battery.
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Table 4 Guidance and MANUFACTURER’s declaration – electromagnetic IMMUNITY –
for ME EQUIPMENT and ME SYSTEMS that are not LIFE-SUPPORTING 

Guidance and manufacturer’s declaration – electromagnetic immunity

IMMUNITY test

Not applicable

3 V/m 

Compliance 
level

IEC 60601 
TEST LEVEL

Conducted RF
IEC 61000-4-6 

Radiated RF 
IEC 61000-4-3

3 V/m
80 MHz to
2.5 GHz 

3 Vrms
150 kHz to
80 MHz 

Electromagnetic environment - 
guidance

Portable and mobile RF communications 
equipment should be used no closer to 
any part of the device, including 
cables, than the recommended 
separation distance calculated from the 
equation applicable to the frequency of 
the transmitter.
Recommended separation distance

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

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 metres (m).

P=d

P=d  80 MHz to 800 MHz 

P=d 2,3   800 MHz to 2,5 GHz 

1,2 

1,2 

29



Not applicable

3 V/m 

Conducted RF
IEC 61000-4-6 

Radiated RF 
IEC 61000-4-3

3 V/m
80 MHz to
2.5 GHz 

3 Vrms
150 kHz to
80 MHz 

Field strengths from fixed RF 
transmitters, as determined by an 
electromagnetic site survey,   should be
less than the compliance level in each
frequency range.

a

b

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

NOTE 1 At 80 MHz and 800 MHz, 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.

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 broad-cast and TV broadcast cannot be 
predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF 
transmitters, an electromagnetic site survey should be considered. If the measured field strength in 
the location in which the device is used exceeds the applicable RF compliance level above, the 
device should be observed to verify normal operation. If abnormal performance is observed, 
additional measures may be necessary, such as re-orienting or relocating the device.
Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3V/m.b
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150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz 

Table 6 Recommended separation distances between portable and mobile 
RF communications equipment and the ME EQUIPMENT or ME SYSTEM –

for ME EQUIPMENT and ME SYSTEMS that are not LIFE-SUPPORTING 

Recommended separation distances 
between portable and mobile RF communications equipment and the device.

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

Rated maximum output
power of transmitter

(W) 

Separation distance according to frequency of transmitter (m)

0.01

0.1

1

10

100

0.12 0.12

0.38

1.2

3.8

12

0.23

0.73

2.3

7.3

23

=d P=d 1,2 2,3 P=d

0.38

1.2

3.8

12

P1,2
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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 manufacturer.
NOTE 1    At 80MHz and 800MHz, 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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