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Chapter 1 Safety Instructions

1.1 Warning

●Follow instructions for use. This document 

provides important product operation and safety 

information regarding this device.

●Please read this document thoroughly before 

using the device and keep for future reference.

●This device is only to be used for measuring 

human body temperature through oral, rectal or 

axillary. Do not attempt to take temperatures at 

other sites, such as in the ear, as it may result in 

false readings and may lead to injury. The patient 

is an intendedoperator.

●Children under 8 should use the thermometer 

under adult supervision.

●Do not use this device if you think it is damaged 

or notice anything unusual.

●Clean and disinfect this device according to the 

cleaning and disinfecting instructions before each 

use for personal hygiene.

●The minimum measurement time until the beep 

is heard must be maintained without exception!

●Consider that different measurement locations 

may require continued measuring even after the 

beep, see section  «Measuring methods /Normal 

body temperature».

●Do not attempt rectal measurements on 

persons with rectal disorders. Doing so may 

aggravate or worsen the disorder.

●Ensure that children do not use this device 

unsupervised; some parts are small enough to be 

swallowed. Be aware of the risk of strangulation 

in case this device is supplied with cables or 

tubes.

●The thermometer should not be serviced or 

maintained while in use with the patient.

●Do not use this device close to strong 

electromagnetic fields such as mobile telephones 

or radio installations. Keep a minimum distance of 

3.3 m from such devices when using this device.
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2.3 Technical Specifications

Type: Digital Thermometer

Measurement range: 32.0°C to 42.9°C (89.6°F to 

109.2°F)
Resolution：0.1°C /0.1°F
Unit：°C / °F
Temp. < 32.0°C（89.6°F）: display «Lo» for low 

(too low)

Temp. > 42.9°C（109.2°F）: display «Hi» for high 

(too high)

Measurement accuracy: ± 0.1°C; 35°C~42°C
± 0.2°C; 32.0~34.9°C and 42.1~42.9°C
Operating conditions: 5~40°C; 15~95 % relative 

maximum humidity

70~106 kPa atmospheric pressure

Storage / transport conditions:  -20~+55°C; 15~95 

% relative maximum humidity

70~106 kPa atmospheric pressure

Battery: CR2032 (3.0V)

Battery lifetime: approx. 4500 measurements 

(using a new battery)

IP Class: IP22

Shockprotection grade:Type BFapplied part

Softwareversion:V1.0

Operationmode: Direct mode and adjusted mode

Reference to standards: ISO 80601-2-56: 2017;

ASTM E1112; IEC 60601-1; IEC 60601-1-2 

(EMC);

IEC 60601-1-11

Expected service life: 5 years or 10000 measure-

ments

This device complies with the requirements of the 

Regulation (EU) 2017/745(MDR) and all of the 

requirements established in ASTM standard 

E1112. Full responsibility for conformance of this 

product to the specification is assumed by 

Shenzhen LEPU Intelligent Medical Equipment 

Co., Ltd., registered at North side of floor 3, BLD 9 

BaiWangxin High-Tech Industrial Park, Songbai 

Road, Xili Street, Nanshan District 518055 
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Shenzhen, Guangdong, CHINA.

Technical alterations reserved.

2.4 Packing List

※ Product packaging should contain the items 
describedabove. In case of any shortage, please 
contact Shenzhen LEPU Intelligent Medical 
Equipment Co., Ltd. or the agentdistributor in 
time.

Chapter 3 Product Installation 
and Use

3.1 Install or Replace the Battery
The battery replacement process is as follows:

1) Open the battery cover.

2) Insert the battery and make sure that the + 

and-poles of the battery are the same as the + 

and-poles of the battery holder.

3) Close the battery cover.

note: Please use CR2032 button batteries. When 

the electronic thermometer is not in use for a long 

time, remove the battery. When the “      ” 

symbol is displayed on the screen, the thermome-

ter battery is exhausted. Please replace the battery 

before taking the measurement.

3.2 Turning on the Thermometer
Press the "ON/OFF " key to start, the LCD screen 

will be displayed and the green backlight will light 

up, and the buzzer will sound "bi", and then 

display the last set of memory values (if there is 

no memory, it will display Lo) and the backlight will 

turn on the memory temperature value display 

Names of articles Quantity

Digital Thermometer

Instruction for use, 
including warranty card
and certificate of conformity

CR2032 button battery

1

1

1
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test, and the biological safety meets the 

requirements of the standard. Although all parts 

expected to contact human body have passed 

biological evaluation, very few peoplemay have 

allergic reaction, Patients with allergic reaction to 

PC, TPR should stop using it.

●Generally known conditions in the home 

healthcare environment that may cause incorrect 

measurements or damage to the device:

-Expose to direct sunlight, dusty locations;

-Close to strong electromagnetic fields such as 

mobile telephones or radio installations. 

-Close to heating equipment;

-Expose to locations where the unit will be 

subjected to leaning, shock or vibration, which 

may degrade the performance of sensors and 

electrodes;

-Expose to locations where pets, pests or 

children may easy access, which may cause 

potential damage risk to the thermometer.

-Operation and storge outside the stated 

temperature and humidity range specifiedin 2.3 

Technical Specifications.

-Mechanical shock (for example, drop test)

-Patient temperature is below operation 

environment specifiedin 2.3 Technical Specifica-

tions.

1.2 Environmental Protection
The company designs and manufactures Digital 

Thermometer according to the requirements of 

safety and environment. If the product is not 

disassembled or used correctly at all times, this 

product will not cause any harm to people or the 

environment. If it is necessary to use materials that 

may cause harm to the environment under the 

conditions permitted by laws and regulations, it 

must be handled in the right way.

         WARNING

Do not dispose wastes generated by the Digital 

Thermometer products with industrial or 

封底

合格证
Qualified Certificate

检验日期：
Inspection date:

检验员：
Inspector:

本产品依据产品检验标准检验合格，准予出厂。

This product is qualified according to 
the product inspection standards and 
is allowed to leave the factory.

深圳乐普智能医疗器械有限公司

Shenzhen LEPU Intelligent 
Medical Equipment Co., Ltd.

lights up for about 2 seconds, and then enters the 

state to be measured, the unit symbol flashes, 

indicating that the thermometer is ready for use.

3.3 Function Test
Correct functioning of the thermometer is tested 

automatically each time it is turned on. If a 

malfunction is detected (measurement inaccura-

cy), this is indicated by «ERR» on the display, and 

a measurement becomes impossible. In this 

case, the thermometer must be replaced.

3.4 Unit Switching
At the shutdown state, press and hold the 

"ON/OFF " key for about 4 seconds to switch 

between°C and °F. Each time you press it, the 

conversion will be performed. After about 3 

seconds without operation, it will enter the current 

unit measurement mode.

3.5 Using the Thermometer
It shalltake 4 hours for thermometer to warm from 

the minimum storage temperature or cool from 

the maximum storage temperature between uses 

until it is ready for intended use.

The last measurement reading will be shown on 

the display automatically for 2 seconds with the 

«M» icon.

Then at an ambient temperature of less than 

32°C, «Lo» and «°C» appear on the display field 2. 

The thermometer is ready for use now. Choose 

the preferred measuring method. When taking a 

measurement, the current temperature is 

continuously displayed and flashes. If a long beep 

is heard and the displayed temperature is no 

longer flashing, the predictive end-temperature 

has been determined and the thermometer can 

be read now.

Rapid beeps and a red LCD backlight alert the 

patient that he/she may have a temperature 

equal to or higher than 37.8°C. 
To achieve comparable results allow a 1 minute 
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140mm

40mm
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3.6 Measuring Methods / Normal Body 
Temperature
In the armpit (axillary) / 34.7 ~ 37.3°C
Wipe the underarm with a dry towel. Place the 

measuring sensor 4 under the arm into the center 

of the armpit so the tip is touching the skin and 

position the patient’s arm next to the patient’s 

body. This ensures that the room air does not 

affect the reading. Because the axillary takes 

more time to reach its stable temperature wait at 

least 5 minutes, regardless of the beep sound.

In the mouth (oral) / 35.5 ~ 37.5°C
Do not eat or drink anything hot or cold 10 minutes 

before the measurement. The mouth should 

remain closed up to 2 minutes before starting a 

reading.

Position the thermometer in one of the two 

pockets under the tongue, to the left or right of the 

root of the tongue. The measuring sensor 4 must 

be in good contact with the tissue. Close your 

mouthand breathe evenly through the nose to 

prevent the measurement from being influenced 

by inhaled/ exhaled air.

If breathing through the mouth cannot be 

prevented due to blocked airways, use another 

measuring method.

Approx. measuring time: 20 seconds!

In the anus (rectal) / 36.6 ~ 38.0°C
Carefully insert the measuring sensor 4 of the 

thermometer 2 to 3 cm into the anal aperture.

The use of a probe cover and the use of a 

lubricant is recommended.

If you are unsure of this measurement method, 

you should consult a professional for 

guidance/training.

Approx. measuring time: 20 seconds!

3.7 Reviewing the last Measurement
Display the last set of memory values every time 

you turn on.

09

interval time between measurements.

For direct mode, if the detected temperature is 

above a certain value (e.g.32℃), then the direct 

mode measuring begins and the thermometer 

shows the actual detected body temperature.

For adjusted mode, when the thermometer 

detects a rising temperature, it begins to 

intelligently judge the temperature rising curve 

within 20 seconds measuring, and quickly 

calculate thepredictive equilibrium temperature, 

the intelligent calculating compensates the 

temperature difference between in vivo and vitro 

conditions, which was performed by the 

microcontroller unit of the thermometer. When 

the predict ending beep is heard, the thermome-

ter will show the predictive end-temperatureof 

the body.

If the measurement continues after hearing the 

predict ending beep, the temperature detection 

and prediction calculating will also continue. After 

a period of time (approx. 10 minutes), the 

thermometer begins to display the measured 

temperature (that isthe maximum temperature 

actually measured by the thermometer). When 

the final measuring is completed, the sound rings, 

and the temperature displayed by the thermome-

ter is the actual detected body temperature.

The temperature predicting schematic illustration 

is shown as below:
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●Protect the device from impact and dropping!

●Avoid bending the thermometer probe more 

than 45°!

●Avoid ambient temperatures above 60 °C. 
NEVER boil this device!

●Use only the commercial disinfectants listed in 

the section «Cleaning and Disinfecting» to clean 

the device to avoid damage to the device.

●We recommend this device is tested for 

accuracy every two years or after mechanical 

impact (e.g. being dropped). Please contact your 

local LEPU-Service to arrange the test.

●Do not perform self-diagnosis and treatment 

according to the results of temperature 

measurement by yourself, please follow the 

doctor's advice.

●Before measurement, keep the mouth closed 

for more than 5 minutes to make the measure-

ment more accurate.

●After exercise or bathing, wait more than 30 

minutes before measurement.

●Not place the thermometer in the center of the 

axilla or under the root of the tongue may lead to 

inaccurate measurements.

●Make sure to remove the battery if the 

thermometer is not likely to be used for some 

time.

●WARNING: Do not modify this equipment 

without authorization of the manufacturer.

●For repairing purpose, we will provide circuit 

diagrams, component part lists, descriptions, 

calibration instructions to assist to SERVICE 

PERSONNEL in parts repair.

●The thermometer should not be repaired by 

users the mselves.

●It is not safe touse acces sories, detachable 

parts, and materials not described in the 

instructions for use.

●The enclosure of this device will contact with 

human skin. All enclosure materials of this 

product have passed ISO10993 biocompatibility 

3.8 Battery Replacement
When the «      » symbol (Battery symbol) appears 

in the display, the battery is flat and needs 

replacing. To replace the battery remove the 

battery compartment cover 3 from the thermom-

eter. Insert the new battery with the + at the top. 

Make sure you have a battery of the same type to 

hand. Batteries can be purchased at any 

electrical store.

3.9 Shutdown
After the measurement is completed, it should be 

able to automatically shut down without any 

operation or manually press the power button to 

manually shut down.

Chapter 4 Troubleshooting

Chapter 5 Cleaning and Disin-
fecting

Use a cotton tissue moistened with 70% 

Isopropyl alcohol no less than 5ml to wipe surface 

pollutants off the thermometer (note: consider the 

application and safety instruction of the 

disinfectant manufacturer).

Screen error
 message Show meaning Solution

The measurement 
temperature is 
lower than 32.0°C

The measurement 
temperature is 
higher than 42.9°C

Confirm 
whether the 
contact is 
good during 
the test

Confirm 
whether the 
test method 
is correct

Abnormal 
self-check circuit

Please 
contact the 
after-sales 
service 
hotline
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Always start wiping from the end of the battery 

cover towards the thermometer tip, and wiping 

should be conducted for two times, no less than 

30 seconds for each time.

And then check whether residual soil is visible on 

the device with visual inspection. If yes, repeat 

above steps until there is no residual soil visible 

on the device.

Afterwards the entire thermometer probe (see 

number 5 in the drawing) should be immersed in 

70% Isopropyl alcohol for at least 5 minutes (max. 

24 hours). After immersion, let the disinfectant dry 

off for 1 minute before next use. Avoid immersing 

or wiping the display to protect it from fading.

Chapter 6 Routine Maintenance

Do not store the thermometer in the following 

types of places. Doing so may damage the 

thermometer.

-Wet locations.

-Locations with high heat and humidity or those 

that are exposed to direct sunlight. Areas close to 

heating    equipment,  dusty  

locations,or environments where there are high 

salt concentrations in the air.

-Locations where the unit will be subjected to 

leaning, shock or vibration.

-Pharmaceutical storage areas or locations 

where corrosive gases are present.

Chapter 7 Guarantee

The warranty period of the product is 1 year from 

the date of sale (see the package for manufac-

turing date).

Any damage caused by improper use, battery 

leakage, failure to operate in accordance with the 

requirements or transfer of the thermometer to 

other users is out of warranty.

12

正面

背面
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LMT12B

LMT12B

1 ON/OFF button

2 Display

3 Battery compartment cover

4 Measuring sensor / measuring tip

5 Cleaning and disinfecting area (thermometer 

probe only)

2.2 Display Screen

Temperature display

Decimal point

Low battery warning

Mnemonic

Unit symbol

1

2

3

4

5

Chapter 2 Product Description

2.1 Product photo

LMT12A
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1.3 Description of Graphic Symbols

Symbol SymbolDescription Description

Caution

Keep dry

Type BF applied part

Production batch 

Limit four-storey

Disposal instructions 
for electronic devices

Upward

Use-by date Atmospheric pressure
106 kPa

70kPa

Refer to instruction
manual
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Keep away from 
sunlight
Fragile, handle with 
care

Date of manufacture

No step

CE Mark And 
Identification Number
 Of Notified Body

Catalogue number

Authorized Indicates 
the authorized 
representative 
European Community

EC REP

REF

Protected against solid foreign objects of 12.5mmφand 
greaterProtection against vertically falling water drops 
when ENCLOSURE tilted up to 15°

IP22

Manufacturer

household waste together, please use separate 

collection facilities.

Please handle wastes generated by Digital 

Thermometer based on proper method and 

dispose of instruments when they reach its 

service life in accordance with local and national 

environmental regulations.

Please make recycling use of wastes if they are 

reusable after handled by qualified company to 

reduce environmental pollution.

Related issues please refer to the company’s 

services, or deal with them in the proper way 

according to local garbage collection 

requirements.
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Not applicable Not applicable

Power frequency 
magnetic field
IEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

Conducted RF
IEC61000-4-6

Not 
applicable

Not 
applicable

Radiated RF
IEC61000-4-3

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

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

Guidance and manufacturer's declaration - 
electromagnetic emissions

Emissions Test Complian
Electromagnet-
ic Environment 
- Guidance

RF emissions 
CISPR 11

Group 1

Group B

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

Harmonic 
emissions
IEC 
61000-3-2

Not 
applicable

Voltage 
fluctuations/ 
flicker 
emissions
IEC 
61000-3-3

Not 
applicable

The product 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.

Guidance and manufacturer’s 
declaration - electromagnetic Immunity

Immunity Test
IEC 60601-1-2
Test level

Compliance level 

Electrostatic 
discharge (ESD)
IEC 61000-4-2

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

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

Electrical fast 
transient/burst
IEC 61000-4-4

Not applicable Not applicable

Voltage dips, short 
interruptions and 
voltage variations 
on power supply 
input lines
IEC 61000-4-11 
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The product is intended for use in the electromagnetic 
environment controlled by RF radiation disturbance. The 
customer or the user of this product may prevent electromagnetic 
interference through the minimum distance between the portable 
and mobile RF communications equipment (transmitter) and the 
product recommended below according to the maximum output 
power of the communications equipment.

The maximum output power rating of the transmitter and 
the recommended separation distance d in meters (m) 
not listed in above table may be determined by the 
equation in the corresponding transmitter frequency 
column, 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 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.

Maximum 
output power 
rating of the 
transmitter/W

Separation distance for different 
frequencies of transmitter/m

150 kHz~80 MHz
d= 1.2    P

80MHz~800MHz
d= 1.2    P

800MHz~2.5GHz
d= 2.3    P

0.01

0.1

1

10

100

0.12

0.38

1.2

3.8

12

0.12

0.38

1.2

3.8

12

0.23

0.73

2.3

7.3
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Recommended separation distance between portable and 
mobile RF communications equipment and the product

        Shenzhen LEPU Intelligent Medical     

        Equipment Co., Ltd.

North side of floor 3, BLD 9 BaiWangxin 

High-Tech Industrial Park Songbai Road, Xili 

Street, Nanshan District 518055 Shenzhen, 

Guangdong, CHINA

Tel: +86 0755-86952278    

Fax: +86 0755-86952278 

Website: www.lepucare.com

Lepu Medical (Europe) Cooperatief U.A.

Abe Lenstra Boulevard 36, 8448 JB, 

Heerenveen,The Netherlands 

Tel: +31-515-573399     

Fax: +31-515-760020

Document version：V1.0 

Revision Date: 2021/05/31
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We will not provide free warranty service for the 

failure caused by the user's reasons as follows: 

Repair service beyond warranty will be charged 

accordingly.

(1) Failure caused by unauthorized disassembly 

or refitting of the product.

(2) Failure caused by dropping during use or 

handling.

(3) Failure due to lack of proper maintenance.

(4) Failure to operate in accordance with the 

correct instructions in the operating manual. 

Failure caused by failing to operate correctly as 

instructed by the operation manual, etc.

Please contact our after-sale service unit for the 

following issues:

-Assistance in setting up, using, or maintaining 

thisdevice when needed

-To report unexpected operation or events

After-sale service unit: 

Shenzhen LEPU Intelligent Medical Equipment 

Co., Ltd.

Address of after-sale service unit: North side of 

floor 3, BLD 9 BaiWangxin High-Tech Industrial 

Park, Songbai Road, Xili Street, Nanshan District 

518055 Shenzhen, Guangdong, CHINA

Chapter 8 Guide of EMC

The product is intended for use in the electromag-

netic environment specified below. The customer 

or the user should assure that it is used in such an 

environment.
EC REP

Surge IEC 61000-4-5 Not applicable Not applicable

Instruction for Use

1

1

4 2 3

4 5 2 3

5

80g书纸
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