










High blood pressure

Low blood pressure

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

Hour:Minute (Month/Day/Year)

SYMBOL DESCRIPTION EXPLANATION 

Pulse in beats per minute

Blood pressure monitor is detecting an 
irregular heartbeat during measurement.

Low battery and please replace the batteries.



CUFF
(Type BF applied part)

BATTERY
COMPARTMENT

Component List:
1. PCBA;
2. Air Pipe;
3. Pump;
4. Valve;  
5. Cuff. 









Normal

Prehypertension

less than 120

90 or higher

Higher than 120Higher than 180

less than 80

less than 80

120-129

High Blood Pressure
(hypertension) Stage 1

High Blood Pressure
(hypertension) Stage 2

Hypertensive Crisis 
(Emergency care needed)

130-139

140 or higher

80-89

and

and

or

or

and/or

Blood Pressure
Category

Systolic
mm HG (upper#)

Diastolic
mm Hg (lower#)





Important Symbols on the Monitor

Power supply

Display mode Digital  LCD  V.A.36mmx41mm
Measurement mode Oscillographic testing mode

Measurement range

Accuracy

Normal working condition

Storage & transportation
condition

Measurement perimeter
of the wrist

About 13.5cm-21.5cm

Net Weight
External dimensions

Attachment
Mode of operation Continuous operation

Degree of protection Type BF applied part

Protection against 
ingress of water

Software version

Device classification Internally Powered ME Equipment

Pressure:
5 -40 within±3mmHg(0.4kPa) 
Pulse value:±5%

 

Symbol for “THE OPERATION 
GUIDE MUST BE READ”

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.

Rated cuff pressure:
0mmHg~299mmHg(0kPa ~ 39.9kPa)
Measurement pressure:
SYS: 60mmHg~230mmHg (8.0kPa~30.7kPa)
DIA: 40mmHg~130mmHg (5.3kPa~17.3kPa)
Pulse value: (40-199)beat/minute

A temperature range of :+5°C to +40°C
A relative humidity range of 15% to 90%, 
non-condensing, but not requiring a water 
vapour partial pressure greaterthan 50 hPa
An atmospheric pressure range of : 700 hPa 
to 1060 hPa

A01

Temperature:-20°C to +60°C
A relative humidity range of ≤ 93%, non-conden-
sing, at a water vapour pressure up to 50hPa



 

Complied Standards List
EN ISO 14971:2012 / ISO 14971:2007 Medical devices - 

Application of risk management to medical devices

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

EN 60601-1:2006/ IEC 60601-1:2005+A1:2012 Medical electrical 
equipment - Part 1: General requirements for basic safety and 
essential performance

EN 60601-1-11:2015/ IEC 60601-1-11:2015 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 60601-1-2:2015/ IEC 60601-1-2:2014 Medical electrical 
equipment - Part 1-2: General requirements for basic safety and 
essential performance - Collateral standard: Electromagnetic 
disturbances - 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/IEC 60601-1-6:2010+A1:2013 Medical 
electrical equipment - Part 1-6: General requirements for basic safety 
and essential performance - Collateral standard: Usability

EN 62366-1:2015/ IEC 62366-1:2015 Medical devices - Part 1: 
Application of usability engineering to medical devices

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

Risk management

Labeling

User manual

General Requirements 
for Safety

Electromagnetic
compatibility

Performance
requirements

Clinical investigation

Usability

Software life-cycle 
processes

Bio-compatibility

ISO 10993-1:2009 Biological evaluation of medical devices- Part 
1: Evaluation and testing within a risk management process

ISO 10993-5:2009 Biological evaluation of medical devices - 
Part 5: Tests for in vitro cytotoxicity

ISO 10993-10:2010 Biological evaluation of medical devices - 
Part 10: Tests for irritation and skin sensitization

EN ISO 15223-1:2016 / ISO 15223-1:2016  Medical devices. 
Symbols to be used with medical device labels, labelling and 
information to be supplied. Part 1 : General requirements

IEC 80601-2-30:2013 Medical electrical equipment- Part 2-30: 
Particular requirements for the basic safety and essential 
performance of automated non-invasive sphygmomanometers

ISO 81060-2:2013  Non-invasive sphygmomanometers - Part 2: 
Clinical validation of automated measurement type



Guidance and manufacturer’s declaration - electromagnetic emissions

RF emissions 
CISPR 11

Group 1 

Class B 

Not application

Compliance

Harmonic emissions 
IEC 61000-3-2

Voltage fluctuations/ 
flicker emissions  
IEC 61000-3-3  

RF emissions 
CISPR 11

Emissions test

Not application



 

Guidance and manufacturer’s declaration – electromagnetic Immunity  

Immunity Test

 
±8 kV contact
±2 kV, ±4kV, ±8 kV,  ±15 kV air 

±8 kV contact
 

30 A/m
50Hz/60Hz

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

Compliance level

Electrostatic 
discharge (ESD) 
IEC 61000-4-2 

30 A/m
50Hz/60Hz Power frequency 

magnetic field
IEC 61000-4-8

Voltage dips, short 
interruptions and 
voltage variations 
on power supply
 input lines 
IEC 61000-4-11

Electrical fast 
transient/burst 
IEC 61000-4-4 

Surge
IEC61000-4-5

IEC 60601-1-2 
Test level

±2 kV, ±4kV, ±8 kV,  ±15 kV air 

Conduced RF
IEC61000-4-6

10 V/m
80 MHz – 2,7 GHz
80 % AM at 1 kHz

10 V/m
80 MHz – 2,7 GHz
80 % AM at 1 kHz

Radiated RF
IEC61000-4-3

Not application Not application

Not applicationN ot application

Not application Not application

Not application Not application



Guidance and manufacturer’s declaration – electromagnetic immunity

Immunity test Compliance 
level

IEC 60601 
Test level

Conducted RF
IEC 61000-4-6 

Radiated RF 
IEC 61000-4-3

10V/m, 80% Am
at 1kHz

150 kHz to
80 MHz: 
3 Vrms
6Vrms (in ISM 
and amateur 
radio bands)
80% Am at 1kHz 

Electromagnetic environment - guidance

NOTE 1 A t 80 MHz and 800 MHz, the higher frequency range applies. 
NOTE 2 T hese 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 broadcast 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

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.

150 kHz to
80 MHz: 
3 Vrms
6Vrms (in ISM 
and amateur 
radio bands)
80% Am at 1kHz 

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 appropriate for the frequency 
of the transmitter.
Recommended separation distances:
d=0.35        ;
d=1.2

10V/m, 80% Am
at 1kHz

80 MHz to 800 MHz:
d=1.2
800 MHz to 2.7 GHz:
d=2.3

where, P is the maximum 
output power rating of the 
transmitter in watts (W) 
according to the 
transmitter manufacturer, 
d is the recommended 
separation distance in 
meters (m).  Field 
strengths from fixed RF 
transmitters, as 
determined by an 
electromagnetic site 
survey, should be less 
than the compliance level  
in each frequency range.
Interference may occur in 
the vicinity of equipment  
marked with the following
symbol:

P
P

P

P

a

b



 

150 kHz to 80 MHz 8 0 MHz to 800 MHz 800 MHz to 2.7 GHz 

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

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 =d 1.2 2.3=d

0.38

1.2

3.8

12

3.5

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.

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 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.

P P P



 

Guidance and manufacturer’s declaration - electromagnetic Immunity

Test 
Frequency
 (MHz)

385 0.32 7

Radiated RF 
IEC61000-4-3 
(Test 
specifications 
for 
ENCLOSURE 
PORT 
IMMUNITY to 
RF wireless 
communica-
tions 
equipment) 

Band 
(MHz)

Service Modulation Modulation 
(W)

Distance (m) IMMUNITY 
TEST 
LEVEL 
(V/m)

380-390 TETRA 
400

Pulse 
modulation b) 
18Hz

1.8

450 430-470
GMRS 460，
FRS 460

FM c) ± 5kHz
deviation 1kHz
sine

20 .3 28

710 704-787
745
780

LTE Band
13,17

Pulse 
modulation b)
217Hz

0.20 .3 9

810

870

930

800-960 GSM 
800/900,
TETRA 800,
iDEN 820,
CDMA 850,
LTE Band 5

Pulse 
modulation b)
18Hz

2 0.32 8

1720

1845

1970

1700-
1990

GSM 1800;
CDMA 1900;
GSM 1900;
DECT;
LTE Band 1,
3,
4,25; UMTS

Pulse 
modulation b)
217Hz

2 0.32 8

2 0.32 82450 2400-
2570

Bluetooth,
WLAN,
802.11 
b/g/n, RFID
2450, LTE
Band 7

Pulse 
modulation 
217 Hz

5240

5500

5785

5100-
5800

WLAN
802.11
a/n

Pulse
modulation 
217 Hz

0.2 0.39




