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HARDWARE ELECTRONIC BOX REFERENCES:
Bluethooth Blood pressure devices: Ref. BP-Arm.
        Ref. BP-Right Ankle.
        Ref. BP-Left Ankle.
        Ref. BP-Arm large cuff.

ACCESSORIES REFERENCES:
USB Battery Charger Ref. USB-Charge.
TBL-ABI Software Ref. SW TBL-ABI 
TBL-ABI Instructions for Use Ref. TBL-ABI IFU 
Packaging Ref. Duropack.

SPECIFICATION DEVELOPER

LD TECHNOLOGY
100 N. BISCAYNE BLVD , SUITE 502
MIAMI, FL, 33132 USA

ISO 13485-2003

Prescription Use: Caution! 
Federal law restricts this system to sale by or on the order of a physician.

PARTS LIST ASSOCIATED WITH TBL-ABI SYSTEM AND REFERENCES



3 -  © LD Technology`

VERSION 1: NOVEMBER, 8TH 2017. 

VERSION 2: MARCH, 8TH 2018.

VERSION DATE

SYMBOLS IN THIS BOOK

CONTRAINDICATIONS: Cases in which the device should not be used.

WARNING: Something could hurt patient or operator.

FOLLOW THE INSTRUCTIONS FOR USE: Please read the operator’s manual 
carefully before using device.

Do not use in presence of Magnetic resonance.

Safety Warning.

CAUTIONS: Reminds operator to pay attention to sources of error, which may cause 
patient injury, abnormal device function, system crashes, damaged equipment, etc...

NOTES: Important information such as suggestions, requirements and supplements.
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INTENDED USE

The TBL-ABI is indicated for use on adult 
subjects at risk of having or developing peripheral 
arterial disease (PAD).

TBL-ABI is intended for rapid measurement of 
ankle-brachial pressure index (ABPI), or ankle-
brachial index (ABI), and provides pulse volume 
recording (PVR) / volume plethysmography in 
adults.

It is suitable for use in wound care assessment, 
for assessing symptomatic PAD, and as a 
screening device for PAD. It may also be used on 
patients with venous or arterial ulcers prior to the 
application of compression therapy.

TBL-ABI can be used on patients with unilateral 
lower limb amputation.

The TBL-ABI System is intended to be used 
to spot-check patients. The TBL-ABI provides 
information regarding patient risk. The physician 
has the responsibility of making proper 
judgments based on this information.

*Prescription Use: Federal law restricts the use 
of this device to sale by or on the order of a 
physician.

SOFTWARE CLASSIFICATION

Trade name: Patient monitor.
Device Name and Model: TBL-ABI.
Regulation number: 21CFR 870.2780.
Product Code: JOM.
Device Class: Class II.
Classification Name: Hydraulic, pneumatic, or 
photoelectric plethysmograph.
Classification Panel: Cardiology.

TBL-ABI System is a programmable electro 
medical system (PEMS) using a non-invasive 
blood pressure devices. The system comprises:

• 3 Bluetooth blood pressure devices with 
attached cuff.

• Software installed on a computer.

It is intended to measure a patient’s Ankle 
Brachial Index (ABI) and provides Pulse Volume 
Recording (PVR) / volume plethysmography.

TYPE OF DEVICE
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HOW THE ABI IS CALCULATED?

HOW IS PULSE VOLUME RECODING (PVR) PERFORMED?

WHY TBL-ABI DISPLAYS PVR?

BACKGROUND OF THE TBL-ABI SYSTEM

The PVR is utilized a pulse wave 
measurement of blood pressure on 
arm and ankles. The plethysmography 
technique captures the pulse waveforms 
during inflation and deflation of the cuff. 

During the measurement the pulsations of the 
artery (pulse waveforms) are reflected in the 
change of the pressure in the cuff. Pressure 

transducer within the TBL-ABI measures the cuff 
pressure and algorithms prepare the signal to 
appear on the screen during the measurement.

In the results, we show the whole range of the 
PVR captured during the measurement.The pulse 
waveforms are plotted against time. 

The PVR is displayed as an alternative to 
Doppler waveforms. Although PVR does not 
replace Doppler waveforms. The PVR waveforms 
are very useful in patients with calcification in the 
blood vessels (ABI> 1.40), the PVR will show the 
very low or absence of oscillation.

The TBL-ABI displays the PVR during the change 
of pressure inflation/deflation.

The ABI is calculated using the conventional 
algorithm:
The device measures systolic pressures on arm 
and 2 ankles and then calculates the ABIs as 
follows:

Left ABI   = Left ankle pressure 
                       Arm pressure
Right ABI = Right ankle pressure
                        Arm pressure 

DISCLAIMERS

TBL-ABI system does not replace any existing cardiovascular medical examination. The 
results are not a substitute for a traditional cardiovascular arterial disease diagnosis. 

This device is intended only as an adjunct examination in a patient assessment, and it must 
be used in conjunction with other methods of assessment, clinical signs and symptoms.
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UNDESIRABLE SIDE EFFECTS

No side effects or adverse reactions are known to date. 

CONTRAINDICATIONS

GENERAL CONTRAINDICATIONS

• Patients undergoing external de brillation.
• Patients connected to electronic life 

support devices, or any implanted 
electronic device such as Pacemaker or 
Insulin Pumps.

• Bilateral mastectomy.
• Arterial catheters (access or therapy) 

on arm or leg or an arterio-venous 
(AV) fistula or shunt. The temporary 
interference of the blood flow could result 
in injury to the patient.

• Venous pulsations may cause erroneous 
reading in blood pressure (e.g. tricuspid 
valve regurgitation).

• Take caution with patients that have low 
perfusion. Using the blood pressure 
device may cause skin erosion and/or 
pressure necrosis.

• Patient with arm or ankles circumference 
greater than 13.6 inches.

EMC - Do not use this device in the 
presence of:
• Magnetic resonance imaging (MR or 

MRI) equipment. MRI equipment may 
deliver induced current to the device.

• Strong electromagnetic sources, such as 
electro-surgery equipment.

• Computed Tomography (CT) equipment.

Bluetooth interference - Do not use this 
device in the presence of:
• WIFI router at distance less than 10 feet 

and in the same room.
• Cellphones at distance less than 10 feet.
• Microwaves ovens, cables and 

connectors associated with satellite 
dishes, nearby power.

• lines or power stations, cordless 
telephones, wireless speakers, some 
monitors and displays, cameras, baby 
monitors.

The distance between hardware and the 
computer must be less than 10 feet and in 
the same room.
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WARNINGS

PREVENTION OF CYBERSECURITY 
RISKS:

• Operating system protection: Since the 
software is installed with the operating system 
Windows, we recommend a strong password 
protection for opening windows.

• Software access protection: TheTBL-ABI 
software opens only if the password contains 
9 characters, a Capital letter, a sign and 
number.

• Changing the password: If the administrator 
wishes to change the password during the 
software lifecycle, he must send an Email to 
LD Technology. After request, LD Technology 
will send an email with a link in order to do it.

• Unauthorized access protection: Only the 
Administrator can access to the software 
using its ID and password and should open it 
for technician and maintenance team.

• Software update: In case of Software update, 
the administrator will receive an email for 
contact the LD Technology technical support. 
The update will be performed online by 
remote control transferring the files when 
the software is closed and therefore, not 
activated.

• Computer protection: Antivirus and firewall 
must be installed in the computer.

• In case of suspected unauthorized access, 
the software will be uninstalled by the 
administrator, and then, installed online by LD 
Technology. The ID and password must be 
changed by the administrator.

• Data base protection: The database backup 
located in the folder C/Drive/TBLABI_Admin, 
contains encrypted data files identied with the 
HIPAA code.

• We recommend at the end of the day when all 
measurements have been performed:

 - To backup of the folder C/Drive/TBLABI_
Admin.
 - To run the anti-virus scan.
 - To charge the 3 Bluetooth blood 
pressure.
 - To shut down the PC.

• Power supply saving and Bluetooth 
connection: The TBL-ABI hardware is 
automatically disconnected 15 seconds 
after the end of the measurement process 
and therefore, the Bluetooth connection and 
hardware are OFF.

CAUTIONS

• This device is intended for use by persons 
trained in professional health care. The 
operator must be thoroughly familiar with the 
information in this manual before using the 
device.

• Do not place the device and its accessories 
under direct sunlight or otherwise harsh 
environments.
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• The TBL-ABI is not intended for home use . 

• The TBL-ABI may be used on pregnant 
women. 

• If the patient moves during the measurement, 
the results will not be available for analysis, 
and the software will display a visual message 
related to the artifacts and poor signal quality, 
which will invalidate the examination and 
prevent access to the results. 

• If the pressure is over the performance 
of the device (over 230 mmHg), an error 
message could be displayed), the software 
will display an error message and will stop the 
measurement. 

• If the measurement process must be 
interrupted for any reason (e.g. the patient is 
not feeling well), push the «CANCEL» button 
immediately. The measurement process will 
be stopped and the cuff will be deflated. 

• If the sleeves of the shirt is too tightly over the 
cuff or if the cuff size is wrong, readings could 
be inaccurate. 

• The accuracy of the blood pressure device 
should be verified using regular calibration. 

• The blood pressure device might not meet 
its performance specifications if stored or 
used outside of the temperature and humidity 
range. 

• Rapid pressure changes may cause 
inaccurate measurements. 

• Severe shock or hypothermia may give 
unreliable results since reduced blood flow 
to the peripheries will reduce pulsation of 
arteries. 

• It is recommended for the patient to rest 
for at least 5 minutes before starting the 
measurement process. During measurement, 
the patient should be relaxed, do not talk and 
do not cross the legs. 

• Cardiac arrhythmia may cause irregular heart 
beat and may increase the measurement 
time. 

• If the patient is on a Heart-Lung machine, the 
meaasurement may be not accurate. 

• Don’t Take the blood pressure measurement: 
 - Less 1 hour after meals. 
 - After exercise or sport. 
 - After drinking berr or coffee. 
 - After bathing. 
 - Less than 1 hour after smoking. 
 - White-Coat Hypertension (anxiety).

NOTE
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PACKAGE CONTENTS

BLUETOOTH BLOOD PRESSURE SETTINGS

Display

Battery Indicator
Bluetooth Indicator

Button

Port mini USB for AC adapter

FRONT

SIDE

TBL-ABI

CHARGING DEVICES

Pulse rate Diastolic blood 
pressure

Systolic blood pressure Unit Measurement 
data

1. ARM TBL-ABI 
2. LEFT ANKLE TBL-ABI
3. RIGHT ANKLE TBL-ABI
4. USB POWER CORDS
5. USB CHARGER
6. USB CHARGER POWER CORD
7. ARM LARGE CUFF TBL-ABI

1.  

2.  

3.  

4.  

5.  

6.  

7.  
when the Amps displays 0.00 A, it means that 

the devices are fully charged and the USB 
charger stops to charge. Therefore, there is 

no possibility of over charge.
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LD Technology sends a secure link (Setup) by email for installing the software.

Click on «TBL-ABI Setup» and then follow the indications. The software will be automatically 
installed and at the end of the process.

Click on the «TBL-ABI» icon on your desktop to open the software.

INSTALLING THE SETUP PROGRAM

• When the Bluetooth 
icon flashes, it 
indicates that it is 
ready for connection. 

• When the Bluetooth 
icon light up, it 
indicated that 
the Bluetooth 
is successfully 
connected.

Bluetooth indicator Battery indicator

• When the screen displays 
«LOP», it means the 
battery is not charged. 
Please charge it.

• When the «-0-» is 
flashing, that means 
the battery is low. We 
recommend to charge 
the device before the 
measurement.

• During the charging process, 
the battery indicator is in 
orange. When the battery 
is fully charged, the battery 
indicator turns green.

TBL-ABI SOFTWARE

Start
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FIRST TIME SOFTWARE ACTIVATION

At the end of the setup, a window opens with 
the software code number. Please contact LD 
Technology in order to get the Activation PIN code.

TBL-ABI ASSINGING BLUETOOTH

Click on the Settings Button to open the Setting options.

Make sure only one TBL-ABI turn on at the time.

SOFTWARE ACTIVATION & BLUETOOTH 
CONNECTION

Start

First Time Software Activation

Software Code Number

To get your activation PIN code please click on link:
Activate Software

Or contact LD Technology Phone# +1 305 - 379 - 9900

Enter Activation PIN Code

Exit SoftwareSave

0207220127192

1. 
• Click once on the white 

button of the black cov-
er TBL-ABI and click 
on tab “Assign” of the 
Bluetooth #1 

• The red sentence “ARM 
Not Assigned” will 
change by a green 
sentence “ARM is 
Assigned”.

2. 
• Click once on the blue 

button of the Large 
cuff TBL-ABI and click 
on tab “Assign” of the 
Bluetooth #1L. 

• The red sentence 
“LARGE ARM CUFF 
Not Assigned” will 
change by a green 
sentence “LARGE 
ARM CUFF is 
Assigned”.

ARM is Assigned

STEP 2

STEP 1
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PRESENTATION OF THE SOFTWARE
LOGIN PAGE

ARM is Assigned

LARGE ARM CUFF is AssignedRe-Assign

Re-Assign

STEP 3

ARM is Assigned

LEFT is Assigned

ARM LARGE CUFF is Assigned

Re-Assign

Re-Assign

Re-Assign

4. 
• Click one time on the 

white button of the 
green cover TBL-
ABI and click on 
tab “Assign” of the 
Bluetooth #2. 

• The red sentence 
“RIGHT ANKLE 
Not Assigned” will 
change by a green 
sentence “RIGHT AN-
KLE is Assigned”

3. 
• Click once on the white 

button of the gold 
cover TBL-ABI and 
click on tab “Assign” 
of the Bluetooth #2. 

• The red sentence 
“LEFT ANKLE Not 
Assigned” will change 
by a green sentence 
“LEFT ANKLE is As-
signed”.

5. When the 4 devices have been assigned, click on “SAVE” button.

STEP 4
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HOME SCREEN
THE TOOL PANEL

The tool panel contains different tools available to the users. You can access to:

EMANUAL: 
The eManual: opens the eManual in PDF format.

SUPPORT: 
The Teamviewer quick support windows opens with ID and password.

LOGIN TO DATABASE

By default the Database Login name is Administrator.
The Database Login on the main panel of the home screen contains seven fields and buttons:

FORGOT YOUR PASSWORD BUTTON: 
If you ever forget or change the password to one of your 
databases, this button will allow you to contact technical 
support.

+ CREATE NEW DATABASE BUTTON: 
If you would like to create a new database, clicking this 
button will prompt you to enter a database name.

LICENCE AGREEMENT:
The software licence agreement opens with the terms and conditions of the contract 
between the manufacturer and the users.

THE DATABASE LOGIN: 
In the database field, select the patient database you would 
like to open from the dropdown box.

Forgot your password
Change your password

CREATE YOUR PASSWORD :
Your password must contain 9 characters, a capital letter, 
sign and number. Your password will be refused if it doesn’t 
match to the requirements.
Pressing the button «START» will take you to the database 
dashboard screen.

+ Create new database

Press down 
arrow to chage 
database

LOGIN DATABASE

Your password must 
contain 9 characters, 
a capital letter , a sign 
and number.  

Forgot your password
Change your password

PASSWORD
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DATABASE DASHBOARD

1. Add a new patient.
2. Import a patient (from a file).
3. Patient database.
4. Database management.
5. Patient profile.
6. Patient management.
7. Patient visit.
8. Patient Visit management.
9. View results.
10. Start a new measurement.
11. E-manual.
12. Settings.
13. Support.
14. Exam count.
15. Sign out (closing the sofware).
16. Home (returning to the login page).

Results and patient report buttons can be used 
only if a patient name and visit have been 
selected, otherwise the following error message 
will appear: “Please select a patient and visit”.

1

13

3

4

5

7 8

9 10

11 12

2

14

6

1516TBL-ABI SYSTEM
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THE TOOL PANEL

The Tool Panel now has four new buttons in addition to the ones we previously introduced.
These five buttons are as follows:

HOME BUTTON: 
Log you out of the current database and returns you to the home screen.

SETTINGS: 
Clicking on this button will take you to the settings dashboard.
Please see the settings section for further details.

THE DATABASE PANEL

EXPORT DATA TO EXCEL: 
You can export patient measurement information to Excel, which can be done by 
clicking on the measurements performed checkbox and pressing the button. All patient 
name and measurements date will be exported to Excel.

SIGN OUT BUTTON: 
Log you out to windows.

• The database dashboard is split into three separate panels: The database panel, the patient 
management panel, and the database management panel. 

• Each panel contains buttons to easily organize your patient database, edit your patient database, 
add to your patient database, and select patient visits to view their visit records. 

• The Database panel contains all of your patients stored in the current database. Each selected 
patient’s visits will appear in in the visit box (on the right-hand side of the following image). 

• Double clicking on a patient will open the currently selected 
visit test results. Please reference viewing patient results 
instructions for further details. 

• Double clicking on a specific visit will open the visit test 
results.
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THE PATIENT MANAGEMENT PANEL

EDIT PATIENT BUTTON: 
The «EDIT PATIENT» button will allow you to 
change general patient information. This will 
open the Patient Data form where you can input 
changes.

DELETE PATIENT BUTTON: 
The «DELETE PATIENT» button will allow you 
to delete a patient from your database, and will 
bring up the following message. Click on «OK» to 
confirm.

THE DATABASE MANAGEMENT PANEL

DISPLAY NAME BUTTON: 
Displays the patient name.

A-Z ORDER BUTTON: 
Clicking on the sort «A-Z ORDER» button will 
sort your patient database list in alphabetical 
order.

LAST VISIT BUTTON: 
Clicking on the «LAST VISIT» button will sort 
your patient database by organizing the patients 
with the most recent visit at the top of the patient 
database list.

HIPAA BUTTON: 
Clicking on the «HIPAA» button will encrypt 
your patient database list to comply with HIPAA 
regulations.

LAST VISIT

DISPLAY NAME

A-Z ORDER

HIPAA

Patient Delete Message

Are you sure you want to delete patient ... 

OKt Cancel
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EDIT VISIT BUTTON: 
The «EDIT VISIT» button will edit the currently 
selected visit. Please refer to adding a visit 
instructions for further information on how the 
visit information should be entered.

DELETE VISIT BUTTON: 
The «DELETE VISIT» button will delete the 
currently selected patient visit. However, if only 
one patient visit exists, this button is inactive. 
You will have to click on «DELETE PATIENT»  in 
order to clear the patient visit and re-enter patient 
information on the Patient Data form.

ADD PHYSICIAN NOTES BUTTON: 
The «ADD PHYSICIAN NOTES» form allows you 
to create notes for the current patient. The notes 
and optional uploaded signature wil be reported 
in the patient report.

VIEW PATIENT REPORT BUTTON: 
The «PATIENT VIEW REPORT» button will open 
the status report of the patient corresponding to 
the selected visit.

THE PATIENT MANAGEMENT TOOLBOX:

«+ADD A NEW MEASUREMENT» button will 
allow you to conduct a new measurement for 
the currently selected patient and bring you 
to the Visit form. Please refer to adding a visit 
instruction for further details.

«VIEW RESULT» button will allow you to view 
the test results for the currently selected patient 
visit. Please refer to viewing patient results 
instructions for further details.

THE VISIT MANAGEMENT TOOLBOX
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PATIENT REGISTRATION

The physician notes form allows 
you to create notes for the current 
patient clinical context along with 
practitioner notes, and allows you 
to upload additional laboratory tests 
for the currently selected visit.

Clicking the «OK» button will save 
the notes.

Clicking the «CANCEL» button will 
dispose of any note added.

ADD A NEW PATIENT MENU:
To add a new patient to your database, complete 
the patient information. Once clicked on the save 
button, it will direct you to the visit form.

IMPORT A PATIENT BUTTON:
To add a new patient from another database, 
click on the icon, a window opens, select the 
patient name and then click on «Ok».

None of the other  elds on this form are 
mandatory, but may be helpful in patient record 
keeping.

By clicking on the button «CONTINUE», you 
will be taken to the Visit form for further patient 
medical examination information. Please see 
adding a visit instructions for further details.



21 - SETTINGS © LD Technology`

This error message will appear if you have not 
entered the first and last name of the patient OR 
if you have entered a first name, but not a last 
name or vice versa.

This error message will appear if the date of birth 
entered is not a possible date of birth (within the 
same year of current date).

You will be prompted to enter the patient 
demographic information. If not entered, 
or entered incorrectly, you will receive the 
following error messages:

• This error message will appear if the year of 
birth entered is not a possible year of birth 
associated with the indicated use of the TBL-
ABI system. 

• None of the other fields on this form are 
mandatory, but may be helpful in patient 
record keeping.

SETTINGS
SETTINGS: 
Click on the «SETTINGS» Button to open the Setting options.
It is possible to check the proper connection of the device.
In this window, click on different options to select your settings by default and customize 
your status report by clicking on «STATUS REPORT» management.

Error Message

OK

Please enter Patients name First and Last.

Error Message

OK

Please select correct year of birth.

Error Message

OK

Please select correct year of birth.
Patient must be at least 20 years of age.
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BLOOD PRESSURE DEVICE CALIBRATION

The performance should be checked 
each 2-year by the distributors of the 
manufacturer. Simulators are required 
for blood pressure device calibration.

If the user choose a maintenance 
extend warranty, the device will 
be exchanged each 2 year by the 
manufacturer.

The simulators are not provided with the 
equipment.
For access to calibration, please contact the 
your local distributor.

CHANGING THE DEFAULT UNITS

On the Settings Dashboard you can change 
the default units used throughout the software 
interfaces between Imperial and Metric units by 
checking the corresponding box in the settings by 
default panel as follows:

CHANGING THE DEFAULT DATABASE LIST 
ORGANIZATION.

You can change the default appearance of the 
patient database list by switching between code 
and name as seen in the following panel.

Choosing the code selection will ensure 
compliance with HIPAA regulations by encrypting 
patient data. Choosing the name selection will 
display the patient database items by first and 
last name.

Additionally, you can change the default 
organization of the patient database list by 
switching between the A-Z or Last exam selection 
in the following panel.

Choosing the A-Z selection will organize the 
patient database list in alphabetical order. 

Choosing the Last exam selection will organize 
the patient database list by order of patients with 
the most recent examination dates.
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CHANGING THE DEFAULT STATUS REPORT CONFIGURATION AND SETTINGS

The Status Report Management form allows 
you to change the configuration of printed status 
reports.

• You can add the Physician’s Name and Title, 
Referral, Personnel reviewed, Phone Number, 
Fax, Email, Name of Practice, and Address. 

• Please see printing the status report 
instructions for further details.

On the Settings Dashboard, you can change the status report settings.

If you are not registered, select «Cloud is 
not activated». This window will open. 
Click on «Create an account» and a 
secure server page will allow you to register 
in order to receive the report in your tablet, 
computer or smartphone.

Select «Use a Network». Check the box 
and then click on «Network Credentials». 
This window will open. Fill the requested 
directory for your server or EMR and then 
click on «Save».

Networks Options

• Server or EMR Network.

LD TDCHNOLOGY CLOUD REGISTRATION

EMAIL

PASSWORD

SIGN IN CANCELCREATE ACCOUNT

If no internet you can skip and register later by going to Settings and click on Cloud Registrration.

Please enter your email and registration password to be able to 
send a report on the LD Technology Clou.

NETWORK CREDENTIALS

LOGIN ID

PASSWORD

IP ADDRESS

FOLDER NAME

SAVE CANCEL

• Secure cloud access.
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CLEANING & DISINFECTION METHODS

The reusable cuffs should undergo cleaning 
and low-level disinfection prior to their first 
use and between each patient.

The instructions for reprocessing the TBL-ABI 
system reusable parts in contact with the intact 
skin of the patient :

• Blood pressure cuffs.

Reprocessing has been validated according to 
the published method: Rutala, W.A., Weber D. 
J.&HICPAC., 2008. Guideline for Disinfection 
and Sterilization in Healthcare Facilities, 2008. 
Atlanta, GA: Centers for Disease Control.

The system includes blood pressure cuffs which 
come in contact with the skin of the patient’s 
arm and ankles. According to the Spaulding 
classification, they are deemed “noncritical 
items”.

Low-level disinfectants could be used for non-
critical items. The low level disinfectants are 
listed on Environmental Protection Agency (EPA) 
website (http://www.epa.gov/).

We recommend after testing to: 
• Wipe with Ethyl or Isopropyl alcohol (70-

90%) wipes to clean and disinfect the cuffs. 

• Wipes with Ethyl or Isopropyl alcohol (70-
90%) can be used for the cuffs, electronic 
box, computer, keyboard and mouse (surface 
environment).

INSTRUCTIONS TO CARRY OUT PREVENTIVE MAINTENANCE 
AND MAINTENANCE FREQUENCY

THE TBL-ABI AND ACCESSORIES ARE NOT STERILE.
Do not autoclave.

Do not use Ethylene oxide sterilization, and do not immerse the device and/or the accessories in liquid.

CLEANING / INFECTION CONTROL PROCEDURE.

The carrying case and the foam liner 
cannot be disinfected.

Do not use Sodium hypochlorite (5.25-
6.15% household bleach diluted 1:500).

Do not use caustic or abrasive cleaning 
agents.

The carrying case cannot be used for 
storage of the device and accessories.

The device and accessories should be 
stored in any clean area and need to be 

disinfected prior to being used on the 
patient.

SHIPPING:
The packaging is to be used only for 

shipping the device to the user and back 
to the manufacturer for repairs/returns. In 
case of shipping of the device for repair, 

the user must disconnect the power cords 
and disinfect the device and accessories as 
described above prior placing them into the 

packaging.
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TAKING A MEASUREMENT

BE AWARE OF CONTRAINDICATIONS, WARNINGS, CAUTIONS AND NOTES.

• The devices and cuffs must be cleaned/disinfected and then air dried. The procedure 
must be performed before each patient. 

• The exam area should be comfortable and free of drafts and portable electric heaters. 
The ambient temperature should be between 70-73 degree F ( 21-23 degree C). 

• The measurement is carried out with the patient in a lying position. 

• Do not place the cuff on the same arm, if a catheter or intravenous infusion are in place. 
Ensure that the cuffs are completely deflated. 

• To ensure a reliable reading follow these recommendations:
 - Avoid eating, drinking alcohol, smoking, exercising, and bathing 1 hour prior to taking  
 a measurement.
 - Rest for at least 5 minutes prior to taking the measurement.
 - Stress raises blood pressure. Avoid taking measurements during stressful times.
 - Measurements should be taken in a quiet place.
 - Remove any tight-fitting clothing from yours arms and ankles.

ALL THE FOLLOWING STEPS SHOULD BE TAKEN.

CUFF PLACEMENT

PRECAUTIONS

PREPARING OF THE CUFFS

Applicable Arm circumference: 22cm-32cm. Setup the cuff as shown in the image.
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ADDING A VISIT
Be careful to check time and date of your Windows operating system.
The time and date of the visit will be automatically corresponding with your operating system.
Enter patient’s weight (Kg or Pounds) and Height (Centimeter or Foot: choose in the window 
“Setting”). It is optional to complete the patient clinical context, and then click on «OK».

LIMIT SIZE OF THE CUFFS 

Place the cuffs on the left or right upper Arm (Box 
labelled “ARM”), the lower left Leg (box labelled 
“LEFT ANKLE”), and the lower right Leg (box 
labelled “RIGHT ANKLE”). Observe the following 
color markings: Black > left or right upper Arm,  
Yellow/Gold > lower left Leg, Green > lower right 

Leg. Place the cuffs so that there is a finger’s 
width of room between the limb and the cuff. The 
cuffs must be placed according to the artery label 
(Blue Arrow labelled “DOWN”). When placing the 
cuff observe the image below.

ARM BLUETOOTH BLOOD PRESSURE LEFT AND RIGHT ANKLE BLUETOOTH 
BLOOD PRESSURE

It is extremely important to use the correct size of blood pressure cuff for the patient.  
Using an inappropriate cuff (the most common error in indirect BP measurement) can significantly 

distort BP readings.
TBL-ABI system uses cuffs from Adult cuffs from 10.5 inches to 13.6 inches. 

Arm and ankle circumference measurement prior to BP measurement: measure around the middle of 
the upper part of the arm and ankles, at the midpoint (inches or centimeters).

If the circumference is greater than 13.6 inches, the patient cannot perform the exam.

EXCLUSION OF THE PATIENT
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This error message will appear if the height is not 
entered correctly (both in Feet and in Inches, or 
only in Centimeters depending on which option 
has been selected).

The software will automatically convert between 
Feet and Inches to Centimeters depending on 
which option is selected.

This error message will appear if no weight or 
an incorrect weight (<20Lbs ~ 9 Kg) has been 
entered.

In order to select symptoms/conditions, diseases 
or treatments, the corresponding Reason for Visit 
checkboxes must be indicated.

This error message will appear if the symptom 
evaluation checkbox is selected, but no specific 
symptoms/conditions have been selected.

This error message will appear if the disease 
evaluation checkbox is selected, but no specific 
diseases have been selected.

This error message will appear if the treatment 
follow up checkbox is selected, but no specific 
treatments have been selected.

SEVERAL ERROR MESSAGES MAY APPEAR IF PATIENT INFORMATION IS ENTERED 
INCORRECTLY:

Error Message

OK

Please check and comfirm that Height is Correct.

Error Message

OK

Please check and comfirm that Weight is Correct.

Error Message

OK

Please make a selection for Symptoms.

Error Message

OK

Please make a selection for Disease.

Error Message

OK

Please make a selection for Treatment.
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SETUP PATIENT

START A MEASUREMENT

Prepare the patient as shown in the images.

TBL-ABI MEASUREMENT STEPS

STEP1

STEP2

STEP3

Click on each White button of the devices to activate the Bluetooth function.

Click on «CONTINUE» button to start the measurement.
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TROUBLESHOOTING

CAUSE:
If the systolic pressure is > 270 mmHg, the 
software will display an error message and will 
stop the measurement. 

Message 2

Out of the range of performance.

If the patient is moving, you can restart the 
measurement by clicking on the tab «RESTART»
Click again on each White button of the devices 
to activate the Bluetooth function and then, click 
on «START».

For any reason, you can cancel the measurement 
by clicking on the tab «CANCEL».

GENERAL TROUBLESHOOTING

ERROR MESSAGES DURING THE MEASUREMENT:

Message 1

SOLUTION:
• The Bluetooth are not assigned. Return to 

«SETTINGS».
• The Bluetooth is not activated. Click on the White 

button of the blood pressure devices.
• Low Battery.

TBL-ABI not connected

Error Blood Pressure device! Check connection.

OK Cancel
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BLOOD PRESSURE TROUBLESHOOTING

RESULTS

Error number

Error 1

Error 2

Error 3

Error 4

Error 4

Possible Reason

No pulse wave has been detected.

The pump does not start.

The cuff is wrapped too loosely.

The cuff is leaking air.

The measurement time is out.

Solution

Error message and the result is not 
displayed. 

• Check the Bluetooth connection/PC 
• Contact technical support.

Check and wrap the cuff again. 

Contact technical support.

Try a new measurement and ask to the 
patient to be quiet (do not move or speak). 

At the end of the measurement, the software shall open the result page automatically.
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INTERPRETATION OF THE ABI RESULTS FROM THE AMERICAN COLLEGE OF CARDIOLOGY.

Green Color: ABPI from 1.0 to 1.39, An ankle-brachial index number in this range suggests that 
the patient probably doesn’t have peripheral artery disease. But if the patient has certain risk factors, 
such as diabetes, smoking or a family history of PAD, the physician can continue to monitor the risk.

Yellow color: ABPI from 0.91. to 0.99, If the ankle-brachial index number is less than 1.0, the patient 
may have some narrowing of the arteries in the leg. People with an ankle-brachial index of 0.9 or 
lower may have the beginnings of PAD. 

Orange color: ABPI from 0.61 to 0.90, An ankle-brachial index number in this range shows that the 
patient has more significant blockage of the ankle and leg arteries. 

Red color: ABPI less than 0.6, If the ankle-brachial index number is in this range, the leg arteries are 
significantly blocked. An ankle-brachial index of less than 0.4 suggests severe PAD.

Red color: ABPI more than 1.39, If the ankle-brachial index number is higher than 1.4, this may mean 
that the arteries are rigid and don’t compress when the blood pressure cuff is inflated. 

Large artery stiffness and Central Aortic Systolic Pressure (CASP) will be useful for the treatment 
management of hypertension.

If case of non compressible results, the left and right Diastolic ABI will be displayed. If those values 
are < 0.8, further examination are recommended for detecting peripheral artery diseases.

The top drop down boxes will list the symptoms, diseases, treatments, and laboratory tests included 
on the visit information.

By selecting previous visits you can click on «TREND»to display ABI trends.
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EXAMPLE OF REPORT 

STATUS REPORT

CLOSING THE PROGRAM

Click on the icon

The status report interpretation is the 
responsibility of the practitioner and 
must be signed by the practitioner.

BACKUP

The Backup is named TBL-ABI_Admin in the C/Drive, and the name of the patient is coded.
It is recommended to save the backup in flash key or external hard drive regularly.

By clicking on the icon              , you are returned to Windows.
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YEAR OF MANUFACTURE

BIOCOMPATIBILITY

LIFE CYCLE OF THE 
HARDWARE

REUSABLE CABLE AND BP CUFFS 

Non Sterile Latex Free Follow the instruction 
of disinfection

Manufacturer ‘s name and address and 
data manufacture.

Do not put in vicinity of liquid.

Protected from touch by fingers and 
objects greater than 12 millimeters.

Do Not use the device in presence of 
magnetic resonance.

Type BF

Li Battery 3.7 V.

Warning! Please follow the guidance and 
instructions of the manufacturer.

No disposable product WEEE and 2002/95/
It-RoHS. Please contact Manufacturer to 
recycle your TBL-ABI system. Do not discard.

In compliance with the European 
Directive on Waste Electrical and 
electronic Equipment (WEEE) 
2002/96/EC.

Do not dispose of this product 
as unsorted municipal waste.

This device contains WEEE 
materials; Please contact your 
distributor regarding returning 
or recycling of the device. If 
you unsure how to reach your 
distributor, please call:
 LD TECHNOLOGY (USA)
+1 305-379-9900.

LABELING

This indication is included in the number of 
the batch or series; the first 2 digits = year of 
manufacture and the 2 following digits = the 
week of manufacture and 4 last digits refer to the 
distributor in order from 0001 to 1000.

With proper use, maintenance, the lifetime of the 
devices is at least 2 years. 

NOTES ! If the user choose a maintenance 
warranty, the device will be changed each 2 
years by the manufacturer.

The cuffs, material in contact with the patient is 
nylon. 
The cuffs and tubes used are in compliance with 
skin irritation tests and toxicity (ISO 10993).
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TBL-ABI HARDWARE  

Measurement Range:

Accuracy:

Operating environment:

Pressure:

Pressure:

Temperature:

Pulse Rate:

Pulse Rate:

Relative Humidity:

Air Pressure:

0-270 (mmHg) (0-36[kPa).

±3mmHg (±0.4kPa).

5°C- 40°C

40/min-180/min. 

±5%

15 to 80%

80kPa - 106kPa

HARDWARE TECHNICAL SPECIFICATIONS

Storage and Transportation environment:

Power Supply : DC 3.7v (Li batterie). 

Unit Dimension (not including the cuff):  132mm(L) x 60mm(W) x 30mm(H).

Shock Protection: Internal power source; BF TYPE.

Unit Weight (including the cuff):  Approximately 260g Applicable.

Arm Circumference:  10.5 inches (22cm) to 13.6 inches (32cm). 

Temperature:

Relative Humidity:

Air Pressure:

-20°C - +55°C

 < = 93%

50kPa - 106kPa

NOTE: These specifications are subject to change without notice.
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«flashing»

ELECTRICAL SAFETY

The TBL-ABI system, connected to a computer, constitutes a programmable electro-medical system 
(PEMS). It is necessary for the computer to be placed away from the patient (i.e. EMC manufacturer 
guidance).

The PC and other devices connected to the PC, should be in compliance with Standards 
IEC950 and/ or UL1950.
The EC or UL labeling on a computer will indicate compliance with these standards. 
Risk: The use of a computer not in compliance with these standards could damage the 
hardware and provoke a system malfunction.

The devices use a rechargeable battery.
The battery should be charged with and USB charger connected to the USB port of the PC.
We recommend performing the measurement only with the battery as power supply.
The battery begins to charge when the USB charger is connected, which is indicated by the battery 
status indicator. When the battery is charged, the charging process stops and the title bar displays the 
battery status indicator and the charging indicator.

The device is configured in the “Bluetooth” mode.
Device driver installation is performed via the PC Bluetooth setting.
When appears in the setting, click on “Pair the device” and wait for the end of the process.

HARDWARE DRIVER

Low battery

Displayed if AC/DC power supply is connectedCHARGING
INDICATOR

BATTERY 
STATUS

INDICATOR

The required power is provided by a high-performance lithium polymer battery. The battery is not 
replaceable. The battery capacity is sufficient for approximately 60 measurements.

USB CHARGER SAFETY:
Only the USB charger provided by the manufacturer shall be used to assure protection to 
the patient (i.e. System Components of the Instructions for Use).

In case of device malfunction, do not open the hardware and/or attempt to repair the 
device.
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ELECTROMAGNETIC COMPATIBILITY

The TBL-ABI must be installed and brought into operation in accordance with EMC 
recommendations. System interference can be caused by close proximity of other equipment during 
radiofrequency communication.

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

Emissions

RF emissions - 
CISPR11 Group 1

Class A

Class A

PASS

RF emissions - 
CISPR11

Harmonics emissions - 
IEC 61000-3-2

Voltage fluctuations / 
Flicker emissions - IEC 
61000-3-2

Compliance Electronic environment - guidance

The (equipment or system) uses RF energy only for its 
internal function. Therefore, its RF emissions are very low and 
are unlikely to cause any interference in nearby electronic 
equipment.

The (equipment or system) is suitable for use in all 
establishments other than domestic establishments and those 
directly connected to the public low-voltage power suply 
network that supplies buldings used for domestic purposes.

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

Immunity test IEC 60601 Level Compliance level Electronic environment - guidance

Electrostatic 
discharge (ESD) 
IEC 61000-4-2

± 6 kV contact

± 8 kV air

Contacto ± 6 kV - 8 kV 
aire

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

± 2 kV for power supply 
lines.

± 1 kV for signal lines

± 2 kV para líneas de 
alimentación eléctrica

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.

± 2 kV common mode
 
±1 kV differential mode

± 2 kV modo común

Electrical fast 
transient/burst
IEC 61000-4-4

Surge
61000-4-5

GUIDANCE AND MANUFACTURER’S DECLARATION - ECLECTROMAGNECTIC EMISSION

GUIDANCE AND MANUFACTURER’S DECLARATION - ECLECTROMAGNECTIC IMMUNITY
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aField strenghts 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 eletromagnetic environment due to strenght in the 
location in which the equipment or system is used exceeds the applicable RF compliance level above, the equipment or system should be observed to 
verify normal operation. If abnormal performance is observed, additional measures may be necessary, such as reorienting or relocating the equipment or 
system.

b Over the frequency range 150 kHz to 80 MHz, field strenghts should be less than (V1) V/m.

Immunity test IEC 60601 level Compliance level Electronic environment - guidance

Descensos de 
tensión, breves 
interrupciones y 
variaciones de 
tensión en las 
líneas de entrada 
de alimentación. 
IEC 61000-4-11

RF radiada - IEC 
61000-4-3

RF conducida - 
IEC 61000-4-5 

Frecuencia de 
potencia (50-
60 Hz) campo 
magnético, IEC 
61000-4-8

<5% UT (%% de 
inmersión en UT) durante 
0,5 ciclos.

40% UT (60% de 
inmersión en UT) durante 
5 ciclos.

70% UT (30 % de 
inmersión en UT) durante 
25 ciclos.

<5% UT (>95 % de 
inmersión en UT) abeto 
5 seg

3 Vrms - 80 MHz a 
2500 MHz

3 Vrms - 80 MHz a 
2500 MHz

3 Vrms - 150 KHz a 
80 MHz

3 Vrms - 150 KHz a 
80 MHz

Descensos de 
tensión, breves 
interrupciones y 
variaciones de 
tensión en las líneas 
de entrada de 
alimentación. IEC 
61000-4-11

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

Mains power quality should be that of a typical 
commercial or hospital environment. if the user 
of the (equipment or system) requires continued 
operation during power mains interruptions, it is 
recommended that the (equipment or system) 
be powered from an uninterruptible power 
supply or a battery.

NOTE1: Al 80 MHz and 800 MHz, the highter frequency range applies.
NOTE 2: These guildelines may not apply in all situations Electromagnetic propagation is affected by absorption and 
reflection from structure, objects and people.

Portable and mobile RF communications equipenment 
should be used no closer to any part of the (equipenment 
or system), including cables, than the recommended 
separration distances calculated from the equation 
applicable to the frequency of the transmitter.

Recommended separation distance.
d= (3.5/V1)√P
d= (3,5/E1)√P - 80 MHz a 800 MHz
d= (7/E1)√P - 800 MHz a 2,5 GHz

Where P is the maximum output power rating of the 
transmitter in watts (w) according to the trasmitter 
manufacturer and d is the recommended separation 
distance in meters (m).
Field strenghts from the fixed RF transmitters, as determined 
by an electromagnetic site surveya, should be less than the 
compliance level in each frequency rangeb.

interference may occur in the vicinity of equipment maked 
with the following.

symbol:
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1920 X 1020

Windows 7/8/10

IEC950 y/o UL1950

512 Mb or higher

Intel

10 Gb or higher

Minimun graphics memory 128 Kb

Any

Software for reading and writing PDF documents,
Antivirus (optional but recommended if internet connection).

2 USB Ports

Keyboard, mouse, monitor, printer (required), CD or DVD-ROM (recommended).

Laptop or desktop

Windows

Processor

RAM

Hard disc

Graphics card

Screen Size

Screen Resolution

Off-the-shelf software

Connections

Interfaces

COMPUTER REQUIREMENTS

SERVICE AFTER SALES

LD Technology support the full installation of the 
system online by providing the activation pin code 
and assigning the Bluetooth devices.

Technical support is open Monday to Friday 
from 9am to 5pm (EST).

All technical support activity requires that you 
have a working internet connection, and that 
you use TeamViewer technology for remote 
system access and/or online training. To access 
this service, click on the icon «Setting» on the 
software login page.

Send your ID to the technical support email. Do 
not close the window with your ID.

Important: Wait at your laptop until the 
technical support team contacts you on the 
screen. The system is fully guaranteed for one 
year. After sale support services are included 
with your purchase at no additional cost for 
the first year.
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The system is warranty one year from any defect 
and or functionality and the terms and conditions 
include:

• The replacement of the device in the event 
of major technical problems. If the equipment 
can be repaired, you will be provided with a 
Return Merchandise Authorization (RMA) and 
supplied with a loaner device. 
The replacement shall be accomplished by 
the MANUFACTURER within 7 business days 
upon notice from the CUSTOMER.

• Access to technical support online or by 
phone from 9am to 5pm from Monday to 
Friday, Eastern Time USA.

• Software updates for said year.
• Free training to be arranged between 

CUSTOMER and approved distributors of the 
MANUFACTURER.

• The warranty does not cover damages or 
malfunctions that are not a result of defects 
in material and workmanship of the product, 
and damages or malfunctions that result from 
modification, accident or abuse.

• The used computer is not in compliance with 
the standards UL 950.

WARRANTY CONDITIONS
THE GUARANTEE INCLUDES:

EXCLUSION OF WARRANTY:

EXTEND WARRANTY:

UNIT RETURN

Unit shall be returned to the Manufacturer: 
 LD TECHNOLOGY 
 100 N.Biscayne Blvd , Suite 502 
 Miami, FL, 33132, USA 

• After the first year, a maintenance extend 
contract ($800 /year) is offered by LD 
Technology or their distributors, giving clients 
the opportunity to extend their warranty for 
one additional year.

• The extended warranty includes the same 
terms and conditions than the first year.

• In case of payment of 2 year extend warranty, 
the hardware will be exchanged.
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CERTIFICATE OF GUARANTEE

CUSTOMER NAME:

CUSTOMER ADDRESS:

CUSTOMER EMAIL:

CUSTOMER PHONE:

SERIAL NUMBER:

DELIVERY DATE: 

TBL-ABI  SYSTEM

Please fill this form and send it to lucia.ldteck@gmail.com or contact@ldteck.com for warranty 
registration.
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LD TECHNOLOGY
ISO 13485-2003 - CAMCAS

MANUFACTURER AND SPECIFICA-
TION DEVELOPER

FDA Owner/Operator Number: 9097859.

FDA Establishment Registration Number: 3006146787.

REF.: TBL-ABI System IFU Version 1 03/09/2018.
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