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Introduction

Thank you for purchasing the SureLife® Premium Wrist Blood Pressure Monitor. The monitor is
convenient to use at home, at work, and during vacation. Perfect for people who need daily
blood pressure measurement.

The monitor used the oscillometric method of blood pressure measurement. It is intended for
use by medical professionals or at home to monitor and display diastolic, systolic blood pressure
and pulse rate.

The expected lifespan of the device is 5 years.

The device complies with the electromagnetic compatibility requirement of EN60601-1-2 and
safety standards of EN60601-1 and performance of IEC 80601-2-30 in EEC directive 93/42/EEC.
Notes on Safety
« The warning signs and sample icons shown here are listed for your safe and correct use of
the unit, so as to prevent injuries or damages to the device.

« Theicons and meanings are as follows:

The Q icon indicates prohibitions (what you should not do). Matters involving
® actual prohibitions are indicated by text or pictures in or near ©. The icon to the
left refers to “general prohibition.”

The @ icon indicates something that is compulsory (what must always be
0 observed). Matters involving actual compulsory actions are indicated by text or
pictures in or near @. The icon to the left refers to “general compulsion.”




The ® icon indicates something can't be disassembled or “Don't disassemble.”
Matters involving actual compulsory actions are indicated by text or pictures in
or near ®. The icon to the left refers to “general prohibition.”

Type-BF applied part

Indicates a medical device that needs to
be protected from moisture.

Keep out of the sun

The equipment should be sent to the spe-
cial agencies according to local regulation
for separate collection after its useful life.

Please refer to the

The device is protected against splashing

EINY R

P22 water. Water splashed against the enclo-
instructions for use sure from any direction shall have
no harmful effects.
Serial number C€,, | CEmark
Lot number RoHs | RoHs mark
Date of manufacture M Manufacturer

—
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EU authorized Representative




Caution: Refers to a potential hazard or unsafe practice, that if not avoided, could
result in minor injuries or product/property damage.
Please note: The user is the intended operator of this device, and all operations
must be conducted per the user manual.

« Contact your physician for specific information about your blood pressure.

The patient should not self diagnose or self-medicate per measured results.

This device should not be solely used in diagnosis, treatment, or assessing
overall well-being.
« This device is not recommended for use in patients under surgical care.
Itis indicated for measurements in households and fixed areas.
Kindly discontinue use of any form of discomfort is felt while taking
measurements.

Children below the age of 12 years or mentally impaired persons must not be
allowed to use the device unaided.

This device must not be used for purposes other than its intended use.

Do not use this device within regions of magnetic fields or mobile phones.

The device is prohibited from being used while in motion.

Do not use this device in outdoor spaces or the shower.




Do not use this device within regions of active HF-surgical equipment or
RF-shielded room of an ME system for magnetic resonance imaging, where EM
disturbances may be high.

Do not use this device adjacent to or stacked on other equipment to prevent
improper functioning. If such use is necessary, all equipment involved must be
checked for normal operation.

The use of accessories, transducers, and cables other than those specified or
provided by the manufacturer is prohibited. Failure to adhere to this might result
in increased electromagnetic emissions or decreased electromagnetic immunity
of the device.

Portable RF-communications equipment (including peripherals like antenna cables
and external antennas) should be kept at least 30cm (12 inches) from the device
and its parts to prevent degradation of the monitor

Do not disassemble, repair, or remodel the main unit or the cuff of the blood
pressure monitor.

®

Warning

Do not take more than 3 consecutive measurements per patient. A minimum of 5 minutes

should be allowed between each reading to avoid extravasated blood.




Do not take more than 6 measurements a day per person.

Do not apply the cuff over broken skin to avoid aggravating the injury.

Do not measure on the side of a mastectomy to avoid injury.

Monitor the air pressure value via the LED screen.

While taking measurements, ensure the air pressure does not exceed 295 mmHg.
Press the “Start/Stop” button to stop inflation.

Do not forcefully bend the cuff.

Do not drop, hit, or handle this unit carelessly.

Only use manufacturer-specified components with this device. The use of unauthorized third-
party materials may cause damage to the device or injury.

For service information on the device components, please contact MHC Medical Products
customer service at (887) 358-4342, M-F, 9am-5pm EST.

Dispose of this device once the service life is up, according to relevant local regulations.

If any malfunction is noticed with the device, please discontinue use immediately and contact
MHC Medical Products customer service at (887) 358-4342, M—F, 9am-5pm EST.

Do not leave this device or its parts around to avoid children swallowing them. If a child does
swallow any of the parts, please contact a doctor immediately.




No upkeep or maintenance while using the device.

The user can maintain the product. The maintenance method is described in the
maintenance instructions on page 23.

Discontinue the device use if it comes in contact with water.

Intended Use/Instructions for Use

The SureLife® Premium Wrist Blood Pressure Monitor is intended to measure the systolic
pressure and diastolic pressure, as well as the pulse rate of the adult person via non-invasive
oscillometric technique at medical facilities or at home.

Contraindication
This device is not for infants or mentally-impaired individuals who cannot express
their thoughts.



About Blood Pressure

1. What is blood pressure?

Blood Pressure is the force exerted by blood against the walls of the arteries. Systolic pressure
occurs when the heart contracts. Diastolic pressure occurs when the heart expands.

Blood pressure is measured in millimeters of mercury (mmHg). One’s natural blood pressure is
represented by the fundamental pressure, which is measured first thing in the morning while
one is still at rest and before eating.
2. What is hypertension and how is it controlled?
Hypertension, an abnormally high arterial blood pressure, if left unattended, can cause many
health problems including stroke and heart attack.
Hypertension can be controlled by altering lifestyle, avoiding stress and with medication under
adoctor’s supervision
To prevent hypertension or keep it under control:
« Do not smoke «  Exercise regularly « Maintain proper weight
« Reduce salt and fat intake « Have regular physical checkups
3. Why measure blood pressure at home?

Blood pressure measured at a clinic or doctor’s office may cause apprehension and produce

an elevated reading, 25 to 30 mmHg higher than that measured at home. Home measurement
reduces the effects of outside influences on blood pressure readings, supplements the doctor’s
readings and provides a more accurate, complete blood pressure history.

10



4. Blood pressure variations

An individual’s blood pressure varies greatly on a daily Typical fluctuation within a day
and seasonal basis. It may vary by 30 to 50 mmHg due mmHg  (Measured every five minutes)
to various conditions during the day. In hypertensive Systolic

individuals, variations are even more pronounced.

Normally, the blood pressure rises while at work or play
and falls to its lowest levels during sleep. Do not be overly
concerned by the results of one measurement.

Take measurements at thg same time every day using Diastolic -
the procedure described in this manual, and know your 12 15 18 21 24 03 06 09
normal blood pressure history. M AM Time

Be sure to note the date and time when recording your
blood pressure. Consult your doctor to interpret your
blood pressure data.



Precautions before Use

1.

If the patient (person to be checked) is on medications, kindly consult your doctor for the
appropriate time to take blood pressure readings. NEVER change prescriptions without
consulting your doctor first.

For persons with irregular or unstable peripheral circulations such as liver disease, diabetes,
hardening of arteries, etc, measurement values might vary by position; that is, a difference
in values measured at the wrist from that of the upper arm.

Measurement may be incorrect if the device is used near active mobile phones, television
sets, microwave ovens, X-ray machines, and other devices with strong electrical fields. To
prevent interference, kindly use this device away from such devices or turn them off before
taking measurements.

Always wash your hands before taking measurements.

Do not take measurements on the same arm connected to a monitoring ME equipment to
avoid function loss.

Refer to the “Troubleshooting” section of this manual if abnormal readings are obtained and
consult your doctor if necessary.

Portable RF communications equipment (including peripherals like antenna cables and
external antennas) should be kept at least 30cm (12 inches) from the device and its parts to
avoid impaired performance.

Measurement values at the hospital may be lower than those taken at home due to the
difference in setting and environment.



WHO Blood Pressure Indicator

svs

Green Indicator Light for Normal

Yellow Indicator Light for Mild
High Blood Pressure or Hypotension

Red Indicator Light for High
Blood Pressure or Hypertension

Systolic Blood Diastolic Blood Color of Hierarchical
Pressure (mmHg) Pressure (mmHg) Indicator Relationship
=160 =100 Red or
140-159 90-99 Yellow or
<139 <89 Green or

A&\ Note: Consult your doctor if unexpected readings are obtained

*Results are displayed according to the World Health Organization (WHO) and the International Association of
Hypertension (ISH) standards of blood pressure classification.

Warning: Never diagnose or treat yourself based on the readings.

Please always consult with your physician.



Features of the Product

1. User-friendly experience

2. Large HD LED screen with color WHO
indicator detection

Mute switch

“Cuff Worn”indicator

Irregular heartbeat indicator

. “Motion” indicator

. Voice broadcast

3.
4.
5.
6.
7

Parts Identification

8. WHO Blood Pressure Indicator

9. Energy-efficient: Auto-powers off in 20
seconds

10. Wrist position indicator

11. Can be used for up to 3 persons; 2 users,
120 sets each of memory readback and
a guest mode

>

. User Selection/
Settings Button

. Start/Stop Button

C. Memory Button

D. HD LED Screen

E. Mute/Unmute Button



“Cuff Worn” “Motion” Indicator
Indicator

“Average” Indicator “User (guest)” Icon
Memory “User 2" Icon
Memory Icon 1 Gr(‘)up r“User 17 lcon

Time | [—Battery Indicator
—Mute/Unmute Indicator

— Blood Pressure Unit
1"Irregu|ar Heartbeat” Indicator
— Pulse Rate Value

— Pulse Rate Icon

!
— Diastolic Blood Pressure Icon

WHO Blood
Pressure Indicator

Systolic Blood
Pressure Value

Systolic Blood Pressure Icon

Packing List

No. | Description Quantity
1 Premium Wrist Blood Pressure Monitor 1
2 AAA Battery 2
3 User Manual 1




Function Settings

User Settings

While the device is on standby, press the “AR” button once to access the “A" interface.
Continually tap the “ " button to switch between and select the desired user group.

& am
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& am
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Date and Time Setting

The SureLife® Premium Wrist Blood Pressure Monitor automatically stores the user
measurement value alongside the date and time. Correctly set the date and time of the device
before measuring for the first time.

Note: The date and time cannot be changed while taking measurements.
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1.

2.
3.
a,
5,

In the power off mode, press and hold the “ " button until the “year” value flashes to access
the “Settings”.

Press the“ [ " button to adjust the “year.” Press the “ " button to confirm the “year.’
Press the” (2" button to adjust the “month.’ Press the “ Q" button to confirm the “month.”
Press the (5} " button to adjust the “day.” Press the “ " button to confirm the “day."

Press the 2" button to adjust the “hour.” Press the “ " button to confirm the “hour”’

Note: To change AM/PM, click the “ B  button and change the hour until the “7t” (a.m.) or
“I* (p.m) appears.

6. Pressthe”(S)"button to adjust the “minute! Press the“ " button to confirm the “minute””




Unit Display Setting

There are two units of blood pressure display, mmHg and kPa. The default unit is mmHg. In the
power-off mode, press the“ S " button for about 5 seconds to enter the unit selection. Press
the (" button to switch between the mmHg and kPa, and then press the “ Q" button to
confirm the selection.

Voice Setting
Use the toggle switch on the underside of the device to mute or unmute the voice broadcast.

Voice ON Voice OFF



How to Apply the Wrist Cuff
Fasten the wrist cuff

« Place the wrist cuff on your left, bare wrist by leaving
a clearance of 0.4-0.6 inches (10-15mm) between the
edge of the wrist cuff and the bottom of the palm as
shown in the figure.

« Fasten the wrist cuff tightly by using the velcro strip.
2. Tips for proper measurements

« Relax for 5-10 minutes before measurement.

« Sit comfortably and rest your wrist on the table.

« Raise your hand to help the wrist cuff reach the same
level as your heart.

« Keep still and quiet during measurement.

« Do not measure after physical exercise or a bath.

« Take measurements at the same time everyday.

A\ Note: Please use the original cuff! Any replacement of the

original component which is not provided by the
manufacturer may result in measurement errors.

When measuring, please keep your sitting posture
upright and do not cross your legs.




How to Take a Measurement
Press the 3=; “button to initiate measurement and observe reading values until
the readlng |s complete.

START

Note: If you feel uncomfortable during the measurement, press the “ = " button immediately to
stop the measurement. Please consult your doctor if unexpected readings are obtained.

20



Memory Function

1.

Each measurement value is stored automatically under the appropriate “User” group. This
device can store up to 120 sets of measurements for each user (Note: There is no memory log
for “guest”) Once the memory log is full, old values are refreshed with new ones.

In the power-off mode, press the ” 5 " button once and the device will display the average
value of the blood pressure measurements of the last 2 or 3 times. Press the ” 2 "button
again, and the latest measured value will be displayed. Press the “ (£} " button again and the
rest of the previously measured values will be displayed one by one.

Cleaning and Disinfection

The SureLife® Premium Wrist Blood Pressure Monitor can be cleaned with a soft,
clean cloth dampened with a small amount of neutral detergent or water.

Do not use corrosive cleaning agents, and take care not to immerse any part of the
monitor in any fluid.

We recommend cleaning once every week and with cleaning time not exceeding
3 minutes. Cleaning should be done no more than 3 times per session.

21



Recommended Disinfecting Agent
70% isopropyl alcohol solution
Steps:
« Carefully wipe the device with a soft, clean cloth dampened with a small amount of the
above disinfectant, and dry immediately with a soft, clean, dry cloth.
« The body of the device can also be cleaned with a soft, clean cloth dampened with a small
amount of 70% isopropyl alcohol solution for disinfection.
WARNING

« Do not disinfect through methods like high-temperature steam or ultraviolet radiation.
These may damage the device and reduce its service life.

We recommend disinfecting the SureLife® Premium Wrist Blood Pressure Monitor before
and after each use. Disinfection time should not exceed 1 minute and should be done no
more than 2 times per session.

Cleaning and disinfection should be done under the recommended operating conditions.
Note:

« Do not bend or crease the cuff excessively.

« Do not store the monitor or its components:
«  ifthe monitor or its parts are wet

< inlocations with extreme temperatures, humidity, direct sunlight, dust, or corrosive gases
« inareas with a high risk of vibrations or shocks.

22



Upkeep and Maintenance

Water or neutral detergent « Always keep the surface of the
blood pressure monitor clean and
tidy to prolong the service life of
the blood pressure monitor.

If the device is dirty, wipe with a
dry soft cloth. If the dirt cannot
be eliminated easily, wipe with a
soft cloth stained with water or
neutral detergent, and then dry
with a dry cloth.

No maintenance when using
the device.

A\ Note: Do not allow water or other liquids to flow into the device.
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Battery Installation
1. Open the battery cover according to the method shown in the figure.

2. Place 2 AAA dry batteries in the battery compartment, and pay attention to the electrode
indication of the batteries. install the batteries as indicated in the figure below.

Note: Remove the batteries if you do not intend to use the device for a longer than 3 months.

Q)
O] Press down
> on center of
2 battery cover
o) and slide to
remove
®

24



Specifications

Model Number

WRS-35S

Measuring Method

Oscillometric Method

Display

LED Screen with Color WHO indicator and Oleophobic coating

Measuring Range

SYS: 45-230 mmHg; DIA: 25-160 mmHg; Pulse Rate: 40-199

Maximum Pressure

Protection 295 mmHg

Accuracy Blood Pressure: +3 mmHg (+0.4 kPa); Pulse Rate: 5%
Memory 2 x 120 memories

Power Supply 2 x AAA batteries

e | (g 267 26701170

Screen Size 2.9x 1.26 inches (74x32mm)

Weight Approximately 4.4 oz. (125g)

Voice Broadcast
Volume

80dB

25



Anti Electronic
Shock Degree

Type BF

Anti Electronic Shock

Internal Power Supply

Protection Against
Harmful Ingress of
Water or Particular
Matter

P22

Wrist Circumference
Range

Approximately 5.31 inches-7.68 inches (135mm~195mm)

Operation Mode Continuous Operation
Service Life 5 Years
e 41°F~104°F If stored or
Temperature Condition: (5°C~40°C) used beyond
T - the designated
Operating Humidity Condition: 15%~90%RH temperature
Environment and humidity
range, it will
Atmospheric Condition: 70kPa~106kPa notgbe used
properly

26




Transportation &
Storage Environment

Avoid strong impact, direct impact, exposure or rain during
transportation. The packaged Blood Pressure Monitor shall be
stored indoors at the temperature of -4°F~131°F (-20°C~55°C) and
the relative humidity of <93%RH, atmospheric Condition: 70kPa-
106kPa without corrosive gas and with good ventilation.

Note: Specifications may be changed without notice in the event of improvements being made.

Error Indicators
When the measurement is abnormal, the following symbols will appear. Please use the correct
method for measurement.

Error Cause/Correction Solution
Indicators
Eru The inflation can not reach 30 mmHg in Please make sure that the cuff is
12 seconds. worn correctly. Please check that
the cuff is not broken.
ErH The inflation reaches 295mmHg, it Please make sure thatthe cuff is
deflates automatically after 20 seconds. worn correctly and the measuring
posture is proper.

27



Er1 The pulse rate is not detected correctly. Please make sure that the cuff is
worn correctly and the measuring
posture is proper. Please check
that the measuring wrist is free of
clothing.

Er2 Move, talk, or magnetic disturbance Please do not move or talk during

during a measurement. measuring.

Er3 The test result is abnormal. Please do not exercise strenuously
before measurement. Please do not
move or talk while measuring.

Er23 SYS value is lower than 45mmHg. Please make sure that the cuff is

. worn in the proper position and

Er24 SYS value is higher than 230mmHg. correctly. Please do not move or

Er25 DIA value is lower than 25mmHg. talk while measuring.

Er26 DIA value is higher than 160mmHg

Note: If you experience any of these errors, consult the solution column and try testing again.
Ifyou are still experiencing issues, please see Troubleshooting on page 29.

28




Troubleshooting

Anomaly

Inspection Items

Countermeasures

Failure to power on

Whether the battery power is
insufficient

Replace the batteries

Unable to measure due
to display error

Whether the arm is moved
when pressurizing

Keep your arm and body still

Whether you talk during the
measurement

Keep quiet while measuring the
blood pressure

Air leakage of cuff

The airbag of the cuff is ripped

Please contact MHC Medical
Products customer service.
Don't change the cuff by
yourself.

A

If the blood pressure still cannot be measured after trying the above-stated solutions,
please contact MHC Medical Products customer service at (877) 358-4342, M-F,
9am-5pm EST. Do NOT attempt to disassemble the device by yourself.

29
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e and facturer’s decl:

1
-elec

Emissions test Compliance
RF emissions CISPR I Group 1
RF emissions CISPR I Class B

Harmonic emissions IEC 61000-3-2

Not applicable

Voltage fluctuations/flicker emissions

Not applicable

IEC 61000-3-3
idance and facturer’s decl: - elec
Immunity Test IEC 60601-1-2 Test level Compliance level

Electrostatic discharge (ESD)
IEC 61000-4-2

+8kV contact

+2kV, 4 kV, 8 kV,

+15 kV air

+8 kV contact
2 kV, £4 kV,
+8kV, +15 kV air

Electrical fast transient/burst
IEC 61000-4-4

Not applicable

Not applicable

Surge IEC 61000-4-5

Not applicable

Not applicable
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Voltage dips, short
interruptions and voltage
variations on power supply
input lines

IEC 61000-4-11

Not applicable

Not applicable

Power frequency 30 A/m 30A/m

Magnetic field 50 Hz/60 Hz 50 Hz/60 Hz

IEC 61000-4-8

Conducted RF Not applicable Not applicable

IEC 61000-4-6

Radiated RF 10Vm 10V/m

IEC 61000-4-3 80 MHz-2.7 GHz 80 MHz-2.7 GHz
80 % AM at kHz 80 % AM at 1 kHz

Note: U; is the a.c. mains voltage prior to application of the test level.

31




idance and facturer’s decl -elec
Radiated | Test Band Service | Modul Max Dist Immun
RF IEC Frequ (MHz) ation imum ance ity
61000- ency Power (m) Test
4-3 (MHz) (W) Level
(Test (V/m)
specifica
tions for
ENCLO
SURE 385 380 - TETRA Pulse 18 03 27
PORT 390 400 modul
IMMUNI ation
TY toRF 18 Hz
Z‘g[ﬁ'::n 450 430- GMRS | FM5 |2 03 9
ications 470 460, kHZ. .
equipm FRS deviati
ent) 460 on 2Hz

sine
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710 704 - LTE Pulse 0.2 0.3 9
787 Band modul
745 13, ation
780 17 217
Hz
810 800 - GSM Pulse 18 0.3 27
960 800/900, | modul
870 TETRA | ation
930 800, 18Hz
iDEN
820,
CDMA
850,
LTE
Band 5
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1720

1845

1970

1700 -
1990

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

Pulse
modul
ation
217 Hz

03

28

2450

2400 -
2570

Bluetoo

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

Pulse
modul
ation
217 Hz

03

28
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Common Q&A on Blood Pressure
Q1: Why is the blood pressure measured at home lower than that measured in hospitals?

« Blood pressure measured at home is 20mmHg-30mmHg (2.7kPa-4.0kPa) lower than

measured in hospitals. It is because people are nervous when measured in hospitals, while
they tend to be in a stable mood when at home. It is important to understand the normal

blood pressure when you are at home.

If the cuff is placed in a position above the heart, the measured blood pressure is low, so
please measure in the correct posture.

Q2: Why is the blood pressure measured at home higher than that measured in hospitals?
« The anti-hypertensive drugs lose the efficacy.

« Please accept the doctor’s instruction.
« The cuff is not positioned correctly. If the cuff position is wrong, no arterial signal will be
caught, and the measured blood pressure value will be higher.
« Please confirm whether the cuff position is correct.
Q3: When can | obtain better measurements?

« Please measure in the morning after you get up to urinate or when your body and mood
are in stable state. It is better to make measurement at the same time every day.
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Item #: 860212

Model: WRS-35S
Manual Version: A0
Software Version: V1.0
Revision Date: 2024-04
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Questions or Comments?

Call 877.358.4342
Mon-Fri, 9am-5pm EST

MHC Medical Products, LLC

8695 Seward Road
Fairfield, Ohio 45011

www.MHCmed.com

Made in China. Distributed by MHC Medical Products, LLC.
Package design © 2024

SureLife” is a trademark of MHC Medical Products, LLC.

AD-052024.6



