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1 Introduction and Intended Use
The dev ice is a fully auto matic digital b lood pressure measurin g dev ice using
oscillometric technique to meas ure sys tolic and dias tolic blood press ure as well as the
pulse for adults that ages are more than 12 years old by wrapping around the upper arm
with cuff circumference ranging from 22cm to 42cm. The device can be used in medical
facilities or at home , and only for indoo r use.

Contraindication: The dev ice is not us ed f or patients under dialysis therapy or on
anticoagulant, antiplatelets, or steroids .

The dev ice is provid e accurate blood pressure measurement values that are effective
and s uitable for clinical and home us e.

Before us ing, please read this instruction manual carefully and then keep
it in a s afe place.

1.1 R emember…
• Only a health-care professional is quali fied to interpret blood pressure measurements.
• This dev ice is NOT intended to replace regular medical checkups.
• The device is not inten ded for use pregnant patient.The effectiveness has not been
established in pregnant (in cluding pre-eclamptic) patients .
•In cases of irregular heartbeat, measu rements made with this instrument should only be
evaluated after cons ultation with a phy sician.
• The products , including access ories , shall be proces sed in accordance with local
regulatio ns after reaching the life cycle.
• Any serious incident that has occurred in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the user
and/or patient is established.

1.2 Warnings and Precautions
Warning : Do not use the AC adapter if the unit o r the power cord is damaged. Turn off the
power and unplug the power cord immediately.
Warning : The dev ice is not suitable for use in the pres ence of flammab le anesthetic
mixtu res with air or with oxy gen or nitrous oxide.
Warning : If the patient is an intended operator, the functions of monitoring blood
press ure and pulse rate can be s afely used by patient. The routine clean can be
performed by the patient.
Warning : The dev ice provides a DC input port connected to external ac adapter. It is
recommended that use the adapter specified by the manufacturer. The adapter should
meet the following condition s: class II equipme nt, output voltage: DC 5 V, current: ≥1A,
and comply with IEC 60950, IEC 60601-1 or IEC 62368-1, provid e at leas t two MOOP
insulation between ac input and dc outp ut. External adapter connected to medical
electrical equipment through the DC input port mus t comply with the respectiv e IEC or
ISO s tandards (e.g. IEC 609 50 or IEC 6 236 8-1 for data processing equipment). Further
more all con figurations shall comply with the requ irements for medical electrical
s ystems ( see IEC 60601-1-1 or clause 16 of the 3Ed. of IEC 6 0601-1, 60601-1-2,
respectively). Anybody connecting external adapter to medical electrical equipment
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configurations a medical s ystem and is therefo re responsible that the sys tem complies
with the requirements for medical electrical s ystems. Attention is drawn to the fact that
local laws take priority over the abov e mentioned requirements. If in doubt, consult your
local representativ e or the technical serv ice department.
Warning : Too frequent measurements can cause injury to the PATIENT due to blood flow
interference.
Warning : Don’t place the cuff ov er wound part.
Warning : Press urization of the CUFF can temporarily cause loss of function of
simu ltaneously used monitoring ME EQUIPMEN T on the same limb.
Warning : Regularly checking the operation of the blood pressure monitor to ensure that it
does not cause long-term damage to the patient's blood circulation.
Warning : Apply CUFF and its pressuriz ation on the side of the patient's mastectomy or
ly mp h node removal can cause injury .
Warning : To avoid any pos s ibility of accident al strangulation, keep this device away from
child ren and do not drape tubing aroun d y our neck.
Warning :Replacing a lithiu m battery or fuel cell with an inadequately trained person can
lead to dangerous conditio ns (such as overtemperatu re, fire, or explosion).
Caution: The user mus t check that the equipme nt functions s afe ly and see that it is in
proper working condition before being used.
Caution: To avo id damaging the device, keep this unit away from children and pets.
Caution: The standard material used for the bladder and tubing is latex-free.
Caution: The device is intended to monitor, not to diagnose. Unusual values have to be
alway s discuss ed with a phy sician . Under any circums tance, you should not alter the
dosages of any drugs prescribed by a phys ician .
Caution: The device cannot be used to s ubs titute the profes s ional ECG monitor device
for monitoring the freque ncy of heart beat.
Caution: This dev ice can not be used together with HF surgical equipment.
N ote: To obtain the greatest accuracy from y our blood pres sure monitor, it is
recommended that the instrument be used within the specified temperature and the
relative humidity, please s ee the Technical Specifications.
N ote:The dev ice can not be used in MRI environment.
N ote: Th e c u ff is defined as the applied part. The user should contact the manufacturer
for assistance, if needed, replace, or maintaining the device.
N ote: This dev ice contains sensitive electronic components. Av oid s trong electrical or
electromagnetic fi elds in the direct vicinity of the device (e.g. mobile telephones,
microwave ovens) during use. These can lead to erratic results.
N ote: Do not attemp t to s erv ice or repair this device y ourself. Should a malfunction occur,
refer to local distributor or the manufacturer.

2 Important Information on Blood Pressure and its Measurement
2. 1 How does high or low blood pres sure ari se?
Your level of blood pres sure is determined in the circulator y center of the brain and
adjusts to a variety of situations through feedback from the ner vous system. To adjust
blood pressure, the strength and s peed of the hear t (Pulse), as well as the width of
circulator y blood ves sels is altered.Blood vessel width is controlled by fine muscles in
the blood ves sel walls .
Your level of ar terial blood pressure changes period ically during hear t activity: During the
“blood ejection” (Systole) the value is highest (sys tolic blo od pres sure value). At the end
of the hear t ’s “rest period ” (Diastole) pres sure is lowest (diastolic blood pres sure value).
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2. 2 Whi ch values are nor mal?
Please refer to the diagram below (Picture-01 )

Picture-01
There are s ix grids in the disp lay of device. Pleas e refer to the Picture-01 -0 1. Different
grids represent different interval s cales of WHO.

Pic ture-01- 01

3 C omponents of Your Blood Press ure Monitor
3. 1 Measuring uni t

Picture-02

3. 2 The s ymbol s on the LED displ ay
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Picture-03
1 .WHO function symbol 2. Sy stolic blood pressure
3.Diastolic blood pres sure 4. Heartbeat s ymbol
5.Pulse display / Memory number 6 . Average value symbol
7 .Cuff wrap correct symbol 8 . Misoperation error symbol
9 . Cuff wrap error s ymbol 1 0. His torical records
1 1.Irregular heartbeat 12 . High blood pressure
13. N ormal blood pressure 14. Low battery symbol
15. Bluetooth symbol 16 . Mute s ymbol
17. USER 2 18. USER 1

3.3 Features of Mod el B11LT

1. Double users: 2 x 1 20 sets memory 2.Cuff self-checking function
3 . Irregular heartbe at checking 4 . Average v alue fun ction
5. Low battery disp lay 6 . WHO function
7. Auto power-off 8. External power adapter support
9.Volume adjustment 10. Bluetooth fun ction
11.LED display
4 Using your Monitor for the F irst Time
4.1 Battery Power checking

The batter y is built-in chargeable Lithium batter y.
Pres s the START/STOP button, if the Low batter y symbol is blinking and the device
speaks “battery low power, please recharge it” . It means the battery power is low and
you cannot take any fur ther measurements , it need to be recharged.
During the charging process , the charging indicator on the display s creen blinks. When
the charging indicator stops blinking. it means the batter y power is fully recharged.
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Pi cture-04

4.2 System S ettings
Before making s ystem s ettings, install the battery and turn on the power. Long press the
【S ET】 button for about 3 seconds under the pow er off state until the user symbol
flas hes in the s creen to enter the blood pressure monitor s ystem s etting.
The s etting methods are as follows:
1 . Us er s etting: when the us er s ymbol is flas hing,s hort press the 【MEM】 button to
s elect the user (1 or 2 ) whos e measurement data need to be stored, and s hort press the
【S ET】button to confirm the next s etting after s election.
2. Volume setting: When the high pressure position shows v ol, there are OFF, 1 , 2, 3
gears to adjust the volume level, by short press 【M E M】 butto n to switch, when the low
press ure pos ition s hows oFF for OFF, after selected, press 【SET】
button, for the next setup .

4.3 Cuff tube connection
Insert the cuff tube into the opening on the left side of the monitor (As shown in

picture-05)

5 Measurement Procedure
5.1 Before measurement
• Avoid eating and s moking as well as all forms of exertion directly before measurement.
These factors influence the measurement result. Find time to relax by sitting in an
armchair in a quiet atmosphere for about ten minutes before taking a measurement.
• Remov e any garmen t that fits clos ely to y our upper arm.
• Always measure on the same arm (no rmally left).

5.2 Fi tting the Cuff
Please refer to picture-05
1 . Wrap the cuff aroun d y our upper left arm. The rubber tube should be on the inside of
your arm extending downward to your han d. Make certain the cuff lies approximately 2
to 3 cm above the elbow. Important! The on the edge of the cuff (Artery Mark) mus t
lie over the artery which runs down the inner side of the arm.
2 . To s ecure the cuff, wrap it around you r arm and pres s the hook and loop closure
together.
3. There s hould be little free space between your arm and the cuff. You s hould be able to
fit 2 fingers between your arm and the cuff. Cuffs that don’t fit properly result in false
measu rement v alues. Meas ure your arm circumference if y ou are not s ure of proper fit.
4 . Lay y our arm on a table (palm upward) s o the cuff is at the s ame height as your heart.
Make sure the tube is not kinked.
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5. 3 Measure Procedure
The dev ice is designed to take meas urements and store the meas urement v alues in
memory for two people using User ID 1 and User ID 2.
Refer to picture-06
1 . Sit comfortably in a chair with y our feet flat on the floor.
2. Select your User ID (1 or 2).
3. Stretch your arm forward on the desk and keep relaxing, make s ure the palm of han d
is uptu rned. Make sure arm is in correct posi tion, to avoid body movement. Sit still and
do not talk or mov e during the measurement.
After the cuff has been appropriately positioned on the arm and connected to the blood
pressure monitor, the measurement can begin:
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Operate via the App on smart phone with Bluetooth
1. Install the App from Google play store or Apple app store.

Open Bluetooth on smart phone, and then turn on the App.
2. Bluetooth pairing: Turn on the device and the Bluetooth symbol ( ) will flash, then

operate bluetooth pairing according to the Settings on the APP, the Bluetooth symbol ( )
will stop flashing after the Bluetooth pairing is successful.

3. When the Bluetooth-paired device is turned on, it will automatically searches for
Bluetooth and try to connect the APP. After the

Bluetooth connection is successful, the Bluetooth symbol ( ) will stop flashing and the
measurement data will be uploaded to the APP.

Note:Devices that have been successfully paired will save the pairing information and do
not need to be paired again.

It is recommended to connect the APP through Bluetooth before each measurement and
then start the measurement.

Blood press ure measure
1. Press the【START|STOP】button to s tart Measure. The pump begins to inflate the cuff.
In the display, the increasing cuff pressure is continually displayed.

NOTE: If the voice is playing, you can turn off the voice by pressing the (SET/MEM)
button before the pump begins to inflate the cuff.

2 . After automatically reaching an indiv idual pres sure, the pump s tops and the press ure
falls. The cuff pressure is displayed during the measurement.
3 . When the device has detected your puls e, the heart s ymbol in the display begins to
blink.
4 . When the meas urement has been concluded, the measured systolic and diastolic
blood pres sure v alues, as well as the puls e will be dis played.
5. The measurement results are displayed until you switch the device off by pressing the
【START|STOP】button. If no button is pressed for 6 0 s econds, the device switches off
automatically.

Descripti on of s ymbol s during measurement
1.Cuff self-checking symbo l ( )
The cuff correct s ymbol( ) will be dis played if the cuff pos ition is correct, otherwise
the wrong symbol( ) will be display ed. Pleas e check again the cuff if the wrong
symbol( ) is display ed.
2 .Movement error symbo l ( )
The Movement error symbol ( ) is displayed if you mov e your body during the
measu rement. Pleas e remove the cuff, and wait 2 -3 minu tes . Reapply the cuff and take
another measurement.
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5.4. I rregular heartbeat Detector
This symbol( ) - indicates that pulse irregularities were detected during the
measu rement.
In this case, the result may deviate from your normal basal blood pressure repeat the
measu rement.
Information for the physician on freque nt a ppearance of the Irregular Heartbeat Symbol.
This ins trume nt is an oscillometric blood pr essure monitor dev ice that also analy zes
pulse frequency durin g measurement. The ins trumen t is clinically tested.
If pulse irregularities occur during meas urement, the irregular heartbeat symbol is
displayed after the measu rement. If the sy mbol appears more frequently (e.g. several
times per week on measurements performed daily ) or if it suddenly appears more often
than usual, we recommend the patient to seek medical adv ice. The instrume nt does not
replace a cardiac ex amination, but s erv es to detect pulse irregularities at an early stage.

5. 5 Error Indicates
The following symbo l will appear on t he display when measuring abnormal:

SYMBOL CAUSE CORR ECTION

No display
appears

Weak battery Please charge in time.

Er1 Sensor abnormal Please make sure the c uff pres sure is drained
and then measure agai n. If the error is still
displayed, please send it to l ocal di s tributor

Er2 Monitor could not detect pul se
wave or cannot c alculate the blood
pressure data

Start the measurement a gai n.If the error is
sti ll dis pl ayed, please s end it to l oc al
distributor

Er3 Measurement res ults is abnormal
or out the measurable range of
blood pressure

Please keep qui et and measure again

Er4 Too loos e c uff or a ir leakage Tie the c uff correctly and make s ure the a ir
plug is properly i nserted in the uni t

Er5 The ai r tube is crimped or the cuff
is tied too tight

Correct it and make the measurement again

Er6 The sensor i s sensing great
fluctuation i n the pressure

Please keep qui et and don’t move
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Trou ble removal
Problem Check Cause and s olutions

No pow er Check the battery pow er Charge the battery

No inflation
Whether the plug insert Insert into the a ir socket tightly

Whether the plug broken or leak Change a new cuff

Err and stop

working

Whether mov e the arm when

inflate
Keep the body pea ceful

Check i f c hatting w hen measured Keep qui te when measure

Cuff leak
Whether the cuff w ra p too loose W rap the cuff tightly

Whether the cuff broken Change a new cuff

Please contact the distributor if you c an’t solv e the problem, do not dis assemble

the uni t by yourself!

SYMBOL DESCRI PTIONS
The following symbo ls may app ear in this manual, on the Digital Blood Press ure Monitor
B1 1LT, or on it's accessories . Some of the sy mbols represent s tandards and
compliances as sociated with the Digital Blood Press ure Monitor B1 1LT and its us e.

Symbol Explanation

DISPOSA L: Do not dispo se thi s product as unsorted mun icipal waste. Collection o f such waste
separately for spec ial treatment is necessar y.

IP2 1 The deg ree of avoi d i ngress o f water or p artic ulate matter i nto M E equip ment.

Date of manufac ture

Manufacturer

Spec ifies serial n umber

Type B F applied part

Direct current

Er7 The pressure that the s ensor
sensing is over the limit

Start the measurement a gai n.If the error is
sti ll dis pl ayed, please s end it to l oc al
distributor

Er8 The demarcation i s incorrect or the

device has not been dema rcated

Please send back to the local distributor

HI The pulse rate exceeds the upper

li mit (＞199 per minute）
Beyond the measurement range, norma l

reminder

LO The pulse rate i s less than the

lower li mi t (＜40 per mi nute）
Beyond the measurement range, norma l

reminder
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Follow instruction s for use

MR unsafe

Med ical devic e

Put up

Fragile

Afraid of the rain

Fear of the sun

Han dle gen tly

Temperature range

No Steri lize require men t
Not c ategory AP / AP G equ ipment
Mode of operati on: contin uous

5.6 Memory
Each unit s tores 120 sets measu rements for 2 users, totally 240 s ets (User 1 and
2 ).Measurements for each us er are stored separately. Be certain that y ou are v iewin g the
measu rements for the correct us er.

View the memory
With the unit off, press the【MEM】button. The monitor will display Us er ID and an
av erag e value of the las t 3 times meas urements stored in the unit.
( If measurements are less than 3 s ets, directly display the first set )

Delete memory
In average value memory viewing mode,the average value symbol ( AVG.) is bein g
displayed, long press the【M EM】button for 3 seconds , then it will dele te all
measu rements for the current user.
In single set memory viewing mode, lon g press the【MEM】button for 3 seconds , then it
will delete only a set measurement being dis played.

Note:
If you decide to delete the all memory, please keep the memory in another way, in case
you need it s ome days later.

5. 7 Dis continuing a Meas urement
If it is necess ary to interrupt a blood pres sure measurement for any reason (e.g the
patient feels unwell), the Start/Stop butto n can be pressed at any time. The device then
immediate ly lowers the cuff pres sure automatically.

5.8 Using the AC Adap ter
You may also operate this monitor us ing the AC adapter (output d. c. 5V 1A with Type-C
connector).
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1 . Ensure that the AC adapter and cable are not damaged .
2 . Plug the adapter cable into the AC adapter port on the right side of the blood pres sure
monitor.
3 . Plug the adapter into y our electrical outlet. When the AC adapter is connected, no
battery current is consumed.

6 Care and Maintenance

Wash hands after each time measu rement.
If one dev ice is us ed by different patients, was h hands before and after each use.
1. Do not expose the device to either extreme temperatures, humidity, dust or direct
s unlight.
2 . The cuff contains a s ensitive air-tig ht blad der. Handle this cuff carefully and avoid all
types of stres s through twisting or buckling.
3 . Clean the device with a soft, dr y cloth. Do not use gas , thinners or similar solvents.
Spots on the cuff can be removed carefully with a damp cloth and soapsuds, if neces sar y,
7 0% isopropano l can be us ed.The cuff with blad der must not be washed in a dishwas her,
clothes was her, or s ubm erged in water.
4 . Handle the tube carefully. Do not pull on it. Do not allow the tubing to kink and keep it
away from sharp edges .
5 . Do not drop the monitor or treat it roughly in any way. Avoid strong vibrations .
6 . Never open the monitor! This inv alidates the manufacturer ’s warranty.
7 . Batteries and electronic ins trumen ts mus t be dis pos ed of in accordance with the
locally applicable regulatio ns, not with dome stic was te.

6.1 Accuracy test
Sensitive measuring devices must be checked for accuracy from time to time. We
recommend a periodical inspection of your unit by an auth orized dealer ever y 1 year.
Please turn to local distributor or the manufacturer.

7 Warranty/Service

Your blood pressure monitor is guaranteed for 2 year against manufacturers’ defects for
the original purchas er only, from date of purchase. The warranty does not apply to
damage caus ed by improper handling, accide nts , unprofess ional us e, not following the
operating instructions or alterations made to the ins trumen t by third par t ies.
Warranty only applies to the main device and its cuff. All other acces sories are not
covered by warranty.
There are no us er s er viceable par t s inside. Batteries or damage from old batteries is not
covered by the warranty.

8 Certifications

Device standard:
This device is manufactured to meet the blood press ure monitors :
IEC 80601-2-30 / IEC60601-1-11 / IEC60601-1
Electromagne tic compatib ility :
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Device fulfi lls the stipulations of the Internation al standard IEC60601-1-2.
The dev ice was clinicallly inv estigated and the s afe ty and ef ficacy is meet the
requirement of ISO 8 106 0-2. If you need to acquire a copy of the summary of the
Clinical Investigation, plea s e contact the manufacturer.

9 Technical Specification

Model: B11LT
Weight: 2 20g (Battery is included)
Disp lay: 75*7 0mm LED Display

Size: 140(L)*102(W)*52(H)mm(±5mm)

Packagin g lis t: 1× Main Device, 1× Cuff, 1×Us ers manual
Operatin g Conditions : Temperature: 5℃ to 40℃;Humidity: 15 % to 90 % RH;
Storage And Shipping Conditions:Temperature: -20℃~ +60℃;
Humidity:10 %RH~9 3%RH;
Atmos pheric pressure range: 70kPa~106kPa
Measurin g method: Oscillometric
Pressure sensor: Resistive
Measurin g range: DIA: 40 -2 20mmHg; SYS: 60-260mmHg
Puls e: 40 to 199 per minu te
Cuff pressure display range:0-295mm Hg
Memory: Automatically stores the last 120 measurements for 2 us ers (total 240)
Measurin g resolu tion: 1 mmHg
Accuracy: Press ure within ± 3 mmHg / pulse ± 5 % of the reading
Power s ource: a) Built-in high capacity lithium battery-d.c.3.7V 500mAh

b) AC adapter IN PUT: 100-240V AC 50/6 0HZ OUTPUT: DC 5V 1A
Accessories: Wide range rigid cuff 22-4 2 cm
Users: I ndivid uals age more than 12 years
IP classification：IP2 1
Automatically power off: 60 seconds
Expected service life of the device and accessories: 5 years

10 FC C Statement

This device complies with par t 1 5 of the FCC Rules. O peration is subject to the
following two conditions:
(1 ) This device may not cause harmfu l inter ference, and
(2) this dev ice must accept any interference received, including interference that may
cause undesired operation.
This equipment has been tested and found to comply with the limits for a Class B
digital device, pursuant to part 15 of the FCC Rules. These limits are designed to provide
reas onable protection again st harmful inter ference in a residential installation. This
equipment generates , uses and can radiate radio frequency energy and, if not installed
and used in accordance with the instructions , may caus e harmful inter ference to radio
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communications. However, there is no guarantee that interference will not occur in a
particular installation. If this equipment does cause harmfu l inter ference to radio or
televis ion reception, which can be determined by turning the equipme nt off and on,
the user is encouraged to tr y to correct the inter ference by one or more of the following
measu res :
—Reorient or relocate the receiving anten na.
—Increase the separation between the equipment and receiver.
—Connect the equipmen t into an outlet on a circuit different from that to which the
receiver is connected.
—Consult the dealer or an experienced radio/TV technician for help.
Caution: Any change s or modifications not express ly approved by the par ty
respons ible for compliance could void the user 's auth ority to operate the equipmen t.
This equipment complies with RF radiation exposure limits set forth for an uncontrolled
environment.
This transmitter must not be co‐located or operating in conjunction with any other
antenna or transmitter.
The dev ice has been evaluated to meet gene ral RF ex posure requirement. The device can
be used in por table ex posure condition without res triction.

11 EMC Declaration

The ME EQUIPMENT or ME SYSTEM is suitable for home healthcare env ironments and so
on.
Warni ng: Don’ t near active HF surgical equipment and the RF shie lde d room of an ME
system for magnetic resonance imaging, where the intensity of EM dis turbances is hig h.
Warni ng: Us e of this equipment adjacent to or s tacked with other equipment should be
avoide d becaus e it could result in improper operation. If such us e is neces sar y, this
equipment and the other equipme nt s hou ld be obse r v ed to verify that they are operating
normally.
Warni ng: Us e of access ories, trans ducers and c ables other than those specified or
provided by the manufacturer of this equipment could result in increased
electromagnetic emiss ions or decreased electromagnetic immunity of this equipment
and result in improper operation .”
Warni ng: Por table RF communications equipme nt (in cluding peripherals s uch as
antenna cables and external antennas) should be us ed no closer than 30 cm (12 inches )
to any par t of the Blood Pressure Monitor (B1 1LT), includ ing cables specified by the
manufacturer. Other wise, degradation of the per formance of this equipmen t could result.
I f any: a list of all cables and max imum leng ths of cables ( if applicable ), transdu cers and
other ACCESSO RIES that are replaceable by the RESPON SIBLE ORGANIZATION and that
are likely to affect compliance of the ME EQUIPMENT or ME SYSTEM with the
requirements of Claus e 7 (EMISSION S) and Claus e 8 (IMMUNITY ). ACCESSORIES may be
s pecified either gene rically (e.g. shielded cable, load impedan ce) or specifically (e.g. by
MANUFACTURER and EQUIPMENT OR T YPE REFERENCE).
I f any: the per formance of the ME EQUIPMENT or ME SYSTEM that was determined to be
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ESSENTIAL PERFO RM A NCE and a des criptio n of what the OPERATOR can expect if the
ESSENTIAL PERFO RM ANCE is lost or degraded due to EM DISTURBAN CES (the defined
term “ESSENTIA L PERFORMA N CE ” need not be us ed ).
Technical description
1 .all necess ar y instructions for maintaining BASIC SAFET Y and ESSENTIAL
PERFORMA NCE with regard to electromagn et ic dis turbances for the excepted s er vice
life.
2 . Guidance and manufacturer ’s declaration -electromagnetic emiss ions and Immunity

Table 1

Guidance a nd manufacturer ’s decla ra tion - electromagnetic emiss ions

Emissions test Compliance

RF emissions CISPR 11 Group 1

RF emissions CISPR 11 Class B

Harmonic emissi ons IEC 61000-3-2 Cla s s A

Volta ge fluctuations/ flicker emissi ons

IEC 61000-3-3

Appli ed

Table 2

Guidance and manuf acturer’s declaration - electromagnetic Immunity

I mmuni ty Tes t IEC 60601-1-2

Test l evel

Compliance level

Electrostati c di s cha rge (ESD)

IEC 61000-4-2

±8 kV c ontac t

±2 kV, ± 4 kV, ±8 kV, ± 15 kV air

±8 kV c ontact

±2 kV, ±4 kV, ±8 kV, ± 15 kV a ir

Electrical fast transient/burst

IEC 61000-4-4

Power s upply li nes：±2 kV

i nput/output li nes：±1 kV

100 kHz repeti tion frequency

Power s upply li nes：±2 kV

Surge

IEC 61000-4-5

line(s ) to l ine(s)：±0.5 kV

l ine(s ) to ear th：±2 kV

l ine(s ) to l ines (s): ±1 kV

line(s) to line(s )：±0.5 kV

line(s) to line(s )：±1 kV.

Volta ge dips, s hor t i nterrupti ons

and vol tage variati ons on pow er

suppl y input lines

0% 0.5 c ycle

At 0º, 45 º , 90 º , 135 º, 180 º,

225 º, 270 º and 315 º

0% 0.5 c ycle

At 0º , 45 º , 90 º , 135 º, 180 º, 225

º, 270 º a nd 315 º
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IEC 61000-4-11 0% 1 c ycl e

And

70% 25/30 cycles

S ingl e phase: at 0

0% 300 cycle

0% 1 c ycle

And

70% 25/30 cycles

Si ngle pha se: at 0

0% 300 cycle

Power frequency ma gnetic field

IEC 61000-4-8

30 A/m

50Hz/60Hz

30 A/m

50Hz/60Hz

Conduced RF

IEC61000- 4- 6

150KHz to 80MHz：

3Vrms

6Vrms (ISM and a ma teur ra di o

bands)

80% Am at 1kHz

150KHz to 80MHz：

3Vrms

6Vrms (ISM and amateur radio

bands )

80% Am a t 1kHz

Ra di ated R F

IEC61000- 4- 3

10 V/m

80 MHz – 2,7 G Hz

80 % AM at 1 kHz

10 V/m

80 MHz – 2, 7 GHz

80 % AM at 1 kHz

Proximi ty magnetic fiel ds

IEC 61000-4-39

30 kHz : 8A/m

134.2 kHz: 65A/m

13.56 MHz: 7.5A/m

30 kHz: 8A/m

134.2 kHz: 65A/m

13.56 MHz: 7.5A/m

NOTE 1: UT is the a.c. mi ans voltage pri or to appl icati on of the test level.

Table 3

Guidan ce and man uf acturer ’s decla ration - electromagnetic I mmun ity

Radi ated RF

IEC61000-4-3

(Tes t

s pecifi cations

for

ENCLOSURE

PORT

Tes t

Frequency

(MHz )

Band a )

MHz)

Ser vice a ) Modula tion ( W )

I MMUNIT Y

TEST LEVEL

(V/m)

385 380 to 390 TETR A 400 Pul se

modula tion b ) 18

Hz

27
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Table 4
Guidance and manufacturer’s declaration - electromagnetic Immunity

Test frequency Modulation IMMUNITY TEST LEVEL (A/ m)

IMMU NITY to

R F wireles s

communication

s equipment)

450 430 to 470 G MRS 460,

FRS 460
FM c)

± 5 kHz

deviati on

1 kHz s ine

28

710 704 to 787 LTE Band 13,

17

Pul se

modulati on b )

217 Hz

9

745

780

810 800 to 960 GSM 800/900,

TETRA 800,

iDEN 820,

CDM A 850,

LTE Band 5

Pul se

modulati on b )

18 Hz

28

870

930

1720 1700 to

1990

GS M 1800;

CDM A 1900;

GS M 1900;

DECT;

LTE Band 1, 3,

4, 25; U MTS

Pul se

modulati on b )

217 Hz

28

1845

1970

2450 2400 to

2570

Bluetooth,

W L AN,

802.11 b/g/n,

RFID 2450,

LTE Band 7

Pul se

modulati on b )

217 Hz

28

5240 5100 to

5800

WLAN 802.11

a / n

Pul se

modulati on b )

217 Hz

9

5500

5785

If necessary to achiev e the IMMU NITY TEST LEVEL, the dis tance betw een the transmitting antenna and the ME

EQUIPMENT or ME SYSTEM may be reduced to 1 m. The 1 m test distance i s permitted by IEC 61000-4-3.

a) For s ome s er vi ces , onl y the uplink frequenci es are included.
b) The carrier shall be modul ated using a 50 % duty cycle s quare w ave s ignal.
c) As an alternative to FM modulati on, the c arrier may be pulse modulated usi ng a 50 % duty c ycle square
wave
signal at 18 Hz. W hile it does not represent a ctual modul ation, i t w ould be worst ca se.
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30 kHz a ) CW 8

134, 2 kHz Pulse modulati on b ) 2,1 kHz 65 c )

13,56 MHz
Pul se modul ation b )

50 kHz
7.5 c)

a) This test is applicable onl y to ME EQUIPMENT and ME SYSTEMS intended for use i n the HOME

HEALTHCARE ENVIRONMENT.

b) The carrier sha ll be modul ated using a 50 % duty cycle s quare w ave s i gnal.

c) r.m.s., before modul ation is appli ed.


