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1. Intended Use

The InBody is mainly used for healthy and acute or chronically
il populations in hospitals, medical practices and inpatient
care facilities in accordance with national regulations. It can be
used to assist in the assessment of nutritional status, obesity
and muscle balance. Body composition analysis is important in
preventive medicine since it provides the basis of appropriate
physical activity and dietary habits for improving personal daily
routine. It can be also usefully applied to follow-up studies of
patients treated for various diseases.

2. Intended Purpose

The device should be used as an adjunct for clinical decision
making and is not intended to diagnose or treat any diseases.

3. Medical Indication

Medical check-up: Four body composition analysis
can be identified for the risk of developing diseases
that are highly related to body composition
imbalance like obesity, malnutrition, fluid imbalance
and osteoporosis for medical check-up.

Obesity: Percent body fat has been recommended
rather than BMI to ensure proper weight loss and
improvements in long-term health, tracking changes
for adjusting/developing customized treatments.
Pediatric obesity: Body composition measurement is
an essential part of health assessments for children
and adolescents. Percent Body fat is better than the
indicators of weight status to identify children and
adolescents with unfavorable lipid profile.
Sarcopenia: InBody provides a quick, easy to
perform test that provides a calculation for skeletal
muscle index (SMI), the sum of the lean mass in the
arms and legs, normalized for height. This marker is
useful in identifying low muscle in the appendages,
which increases frailty risk.

Diabetes & endocrinology: Diabetes is often
associated with excess fat, however having
insufficient muscle mass is just as detrimental

and increases diabetes risk. And visceral fat plays

a key role in the development of metabolic and
cardiovascular disease.

Edema: Over-hydration as assessed by ECW ratio
(ECW/TBW) is prevalent in dialysis patients, and

is associated with loss of residual renal function,
inflammation, malnutrition and hypertension.
Monitoring the ECW ratio (ECW/TBW) provides an
assessment of fluid accumulation in the extracellular
space resulting from compromised cardiovascular
function. The patients who did not have ascites
originally but have higher ECW/TBW had a higher
incidence of ascites in liver cirrhosis.

Segmental fluid retention: InBody objectively
measures each region of the body separately

and provides segmental ECW ratio measures for
each of the arms, legs and the trunk, and these
measures can be used to detect fluid imbalances
resulting from the development or progression of
lymphedema.

Nutrition: The four primary components of

the nutritional assessment are summarized

by the mnemonic ABCD, with A standing for
anthropometric measurements including stature,
body weight, BMI and body composition. Body
composition analysis can reveal changes in body
composition (body water, protein, minerals and
body fat) that cannot be known by changes in body
weight.

Fitness: Strength training greatly stimulates muscle
growth, exercise burn the calories strengthens
cardiorespiratory capacity, which reduce the

risk of diabetes, heart disease, and other health
concerns and result in the various changes in body
composition. Body composition analysis shows
skeletal muscle mass and lean in each segment of
body, it helps focusing on building more muscle or
correct imbalance.

The InBody device is not a diagnostic device. To
make an accurate diagnosis, the physician needs
to commission thorough examinations and take
their results into account in addition to the results
of the InBody.

The InBody device is not used in home healthcare
environment.



4.

Contraindication

Individuals with medical implant devices such as pacemakers,
or essential support devices such as patient monitoring
systems, must not use this equipment. Safe, low-level currents
will flow through the body during the test, which may cause
malfunctioning of the device or endanger lives. Individuals with
known metal allergies against stainless steel materials shall not
use the equipment.

5.

1.

o

Intended user profile

Education:

- At least, the user needs to be able to understand
explanation of words on screen.

Knowledge:

- Atleast, the user needs to be able to understand
explanation of words on screen.

- No maximum.

Language understanding:

- Basic language: English

- Languages are supported as specified in the
marketing need.

Experience:

- No minimum and maximum.

Intended patient population
and user profile

Age: 3+ years

Weight: 2 - 300 kg (4.4 - 661.4 Ib)

Health: Examinee need to be able to stand for
1-2minutes.

Condition: Individuals with medical implant devices
such as pacemakers, or essential support devices

such as patient monitoring systems, must not use this
equipment. The currents will flow through the body
during the test, which may cause malfunctioning of the
device or endanger lives.

Nationality: Multiple

Patient state: Woken up, mentally healthy

Height: 95-220cm (3ft 1.4in-7ft 2.6in)



InBody User's Manual for Measurement

Guide and Setup

Thank you for purchasing the InBody.

This user's manual describes all the features of the InBodly.
Please read before use and keep it in a safe place.

By following the manual instructions, you will be able to use the
InBody more safely and effectively.

Please note the important information below before
reading this manual.

/\\ Warning

Failure to comply with safety warnings and regulations can
cause serious injury or death.

/\ Caution

Failure to comply with safety cautions and regulations can
cause injury or property damage.

Headquarters Information

InBody

FRIHIC] ZA [chEtal=]

06106 AMEAl 27 AF2625 it/

TEL: 02-501-3939  FAX: 02-6919-2417 1 Z441IE: 1899-5841
Website: inbody.com  E-mail: info@inbody.com

InBody Co., Ltd. [HQ]

InBody Bldg., 625, Eonju-ro, Gangnam-gu, Seoul 06106 KOREA
TEL: +82-2-501-3939  FAX: +82-2-6919-2417

Website: inbody.com  E-mail: info@inbody.com

al (zotuic|

31025 BHYE MOt MS7 LHH 5L 15
TEL: 041-581-3003  FAX: 041-581-3103

Website: inbody.com  E-mail: info@inbody.com

wl InBody Co., Ltd. [MANUFACTURER]

15, Heugam-gil, Ipjang-myeon, Seobuk-gu, Cheonan-si,
Chungcheongnam-do 31025 KOREA

TEL: +82-41-581-3003  FAX: +82-41-581-3103
Website: inbody.com  E-mail: info@inbody.com

Representative & Sponsor Information

== InBody Europe B.V. [NETHERLANDS]

Gyroscoopweg 122, 1042 AZ, Amsterdam, The Netherlands
TEL: +31-20-238-6080  FAX: +31-6-5734-1858

Website: nl.inbody.com  E-mail: info.eu@inbody.com
Website (CS): csinbody.eu  E-mail (CS): support@inbody.com

InBody Europe B.V. Niederlassung Deutschland [GERMANY]
Mergenthalerallee 15-21, 65760 Eschborn, Germany
TEL: +49-6196-76-916-62  FAX: +49-6196-76-916-11
Website: de.inbody.com  E-mail: erfolg@inbody.com

InBody UK [UNITED KINGDOM]

11 Phoenix Park, Telford Way, Stephenson Industrial Estate,
Coalville LE67 3HB, United Kingdom

TEL: +44-1530-569620

Website: uk.inbody.com  E-mail: uk@inbody.com

InBody Oceania [AUSTRALIA]

Main office: Level 8, 1 York Street, SYDNEY, NSW 2000, Australia
Showroom: U2/82-86 Minnie Street, Southport, Queensland
TEL: +61-7-5681-1900

Website: au.inbody.com  Email: oceania@inbody.com

InBody USA [USA]

13850 Cerritos Corporate Dr. Unit C Cerritos, CA 90703 USA
TEL: +1-323-932-6503  FAX: +1-323-952-5009

Website: inbodyusa.com  E-mail: info.us@inbody.com

InBody BWA Inc. [USA]

2550 Eisenhower Avenue, Suite C 209, Audubon, PA 19403
TEL: +1-610-348-7745

Website: inbodybwa.com  E-mail: bwainquiries@inbody.com

HREHA VKT 1 - Iv/\V [JAPAN]

T136-0071 RREIIRREF1-28-6 5=E)L

TEL: +81-0120-900-369 (7U—7ZR) FAX:+81-3-5875:5781
Website: inbody.co.jp E-mail: customer-support@inbody.co.jp

FEHETSERRS (L8) BRAE [REAKRERRS] [CHINA]
REBAMAE: _EEHRTXITER39995 EEARBMT2EF
1#306b-308%F

i +86-21-6443970 f¥HE: +86-21-6443-9706

Mis: inbodychina.com E3FH#RFE: info@inbodychina.com

InBody Asia [MALAYSIA & SINGAPORE]

Unit 3A-11, Oval Damansara, 685 Jalan Damansara Kuala
Lumpur, WP KL 60000 Malaysia

TEL: +60-3-7732-0790  FAX: +60-3-7733-0790

Website: inbodyasia.com  E-mail: info@inbodyasia.com

Biospace Latin America [MEXICO]

Insurgentes Sur 1457, Piso 15 Int.2. Col. Insurgentes Mixcoac,
Alcaldia Benito Juarez, C.P. 03920, Ciudad de México, México
TEL: +52-55-5025-0147

Website: inbodymexico.com  E-mail: info.mx@inbody.com

InBody India [INDIA]

57/57 A 1st Floor, Raj Industrial Complex, Military Road, Marol,
Andheri (East). Mumbai- 400059, Maharashtra, India

TEL: +91-22-6223-1911

Website: inbody.in -~ E-mail: india@inbody.com



Copyright

Reproduction, adaptation, or translation of this manual is
prohibited without prior written consent from InBody Co., Ltd.
under the copyright laws. This manual may be printed incorrectly
and subject to change without notice. InBody Co,, Ltd. shall not
be liable for any errors, incidental, or consequential damages
that occurred by not complying with the content of the User's
Manual. Visit our website (inbody.com) to view and download
additional information about the InBody.

InBody Co,, Ltd. reserves the right to modify the appearance,
specifications, etc. of this product to improve its quality, without
prior notice.

©2024 InBody Co., Ltd. All rights reserved.



InBody Test Posture

IA\*
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Stretch out your arms.
Avoid contact with your waist.

Put your thumb on the round
electrodes.

.

J

Place your heel at the end of the heel
electrodes and allow the rest of your
foot to point forward.
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1 Precautions

Do not use as follows:

* People with medical devices including an
implantable medical device or a patient
monitoring device, such as a Pacemaker, should
not use the InBody. InBody Co., Ltd. is not liable
for any incidental or consequential damages
that occur.

Keep your InBody device away from other
electronics while testing. It may cause errors.

Sterilize the InBody with a soft cloth or with
ethyl alcohol wipes before each use. Do not
pour liquids onto the InBody. It may cause the
product to short circuit or cause electric shock.
People with contagious diseases should not use
an InBody device.

* Excessively high or low temperatures, humidity,
and pressure can affect the accuracy of the
InBody. Do not use in a humid place such as a
bathroom.

* Keep food, beverages and other liquids away
from your InBody device.

* Do not disassemble the InBody. It can cause
electric shock or damage, product malfunction,
and other errors. InBody Co., Ltd. will not
be liable for any incidental or consequential
injuries or damages from the product that
occurred.

* Do not use this product for purposes other
than body composition analysis or weight
measurement.

Use as follows:

* Ifyou cannot maintain the correct testing
posture to take the InBody Test alone, request
assistance from a helper. Help children maintain
the proper posture during the measurement.

Place the InBody on a flat and vibrationless
floor. Placing it on an uneven floor, like a

carpet or a mattress can result in incorrect
measurements. For long-term storage, remove
the battery pack, and place it on a flat surface.

* Use the packing material provided with the
product when moving your InBody. Dispose
waste in compliance with the law.

* Only trained InBody service team members
can repair InBody devices. If your device is in
need of repair, please contact us at contact@
inbody.com.



2 Product Components and Set-Up Instructions

2.1 Product Components Rear View

Product components: InBody, User's Manual,
AA Battery (4)

Front View

@ Battery insert: The InBody takes 4 AA
batteries. Open the cover to insert the
batteries.

@& Back cover: Only InBody service team
members can open.
@ Display screen: Displays outcomes on the
screen. /\ Cautions when Changing Batteries

To reduce the risk of injury and other complications

from prolonged battery use, we strongly

recommend.

* Replacing the four old AA batteries with four new
AA batteries.

*  Using four AA batteries of the same make and

model for optimum performance.

Please also ensure all batteries are installed

ol ; - correctly; incorrect installation may cause device
e Dclsécgsrzstslgower ON/OFF, input height and damage and/ or malfunction.

E) Hand electrodes: User holds the device with
hands and fingers.

@ Foot electrodes: User stands on the device,
placing the back of heels on the rear
electrodes.

@ Footplate: Measures the weight of the user.



Product Components and Set-Up Instructions

2.

2 Installing InBody App

Make sure to download and install the InBody
App on your smartphone prior to testing. (min.
i0S 9.0, min. Android 7.0)

Download the InBody App from iPhone App
Store and Google Play Store.

Scan the QR Code below to move to the App
Download page.

For an Android phone, turn on NFC(Read/
Write) and touch the NFC mark on the rest to
move to the app download page automatically.

Download and run the InBody App for user
registration.

"QR Code" is registered trademark of DENSO
WAVE INCORPORATED.
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3 Weight Measurement

To measure weight only, Zero-Point Adjustment

When the device is being calibrated, a scrolling
rectangle will appear on the screen.

/\ Caution

If you want to test on the InBody Dial immediately
after measuring weight, turn the dial and input
height. Then, hold the hand electrodes and stand
with the correct test posture to take the InBody Test.

Tap the footplate to turn the power on, and
step on the footplate when 0.0 is displayed on
the screen.

A "beep" will indicate when the measurement
is complete.
The power turns off automatically when you
step off the footplate.




4 InBody Test

4.1 Precautionary Steps
Do not eat immediately before testing on the
InBody.
Test in the morning, if possible.
Test after going to the bathroom.
Test prior to working out.

Test prior to taking a shower, bath or using a
sauna.

Stand for about 5 minutes prior to testing.

4.2 Test Posture

Arms are too
low

Arms and legs aren't
touching each other

Arms are too
high

Do not let your arms touch your stomach and make
sure your arms are extended from your body and wear
light clothes with sleeves.

Arms are bent

X

Hold the hand electrodes and extend your arms.

Arms are extended

12

TS = P

Put your thumbs Do not let your Make sure all
on the round left hand and fingers are
electrodes and  right hand touch holding the
hold them. each other. electrodes.
& A

Do not let your thighs touch each other. If your thighs
touch each other, wear shorts or pants.

Place your heels on the electrodes and step on the
device barefoot. Do not let your feet touch each other.
If you are wearing long pants, make sure the edges of
the pants are not stuck between foot electrodes and
your feet.




InBody Test

Check Test Result: Turn the dial to enlarge
results

Outcomes will be displayed for 100 seconds
after an InBody Test has completed.

If the device is not used within that
timeframe, it will turn off. To turn off the
device immediately after use, press and hold
the dial.

4.3 Test Instructions

Power ON: Press the dial to turn the power on.

ll'lni'l
U

Weight Measurement and InBody Test: Step on
the footplate barefoot and stand as shown in
the figure below.

Hold the hand electrodes as previously
described. After finishing the weight
measuring, there is a "toot-toot" sound and
the InBody Test begins. The Test runs for
about 10 seconds, It completes with a with a
"Tu-lu-lu" sound. Once "End" appears on the
screen, step down from the footplate.

End

/\ Caution

If a user's palms and/or soles are dry or callused,
you may have difficulty testing.

Clean your hands and feet with a wet tissue for more
accurate results.



InBody Test

4.4 Understanding InBody

Outputs

Body fat mass and muscle mass change with diet
and exercise.

Weight : Total body mass

Weight is the total mass of the human body.

Percent Body Fat : Total mass of fat mass
divided by total body mass

A person's body fat percentage is the total
fat mass divided by the person's weight.

It consists of essential body fat and storage
body fat. Although the weight is same, the
percentages of fat or muscle mass can be
different. Therefore, body fat percentage

is an essential item for diagnosing obesity.
The standard range is 10-20% for men and
18-28% for women. The standard body fat
percentage differs for children under 18
depending on their gender and height.

Muscle Mass : Skeletal Muscle Mass

Skeletal muscle represents the majority of
muscle tissue and powers movement of the
skeleton. Skeletal muscle is innervated by
the somatic nervous system and is subject
to voluntary control. This is the muscle that
is influenced the most by physical activity.

Visceral Fat : Fat surrounding the major organs

14

Fat around organs is shown in levels
between 1 and 20. People with visceral fat
levels above 10 are considered unhealthy
and are at higher risk for diseases like heart
disease, cancer and sleep apnea.

4.5 Standard Range Graph of

Weight and Muscle Mass

Standard Weight of Adult Men by Height
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5 Troubleshooting

5.1 Error Message 5.2 Solving Simple
The InBody displays an error message on the LCD Problems

screen if a disruption occurs. ) )
P If the problem still persists, please contact us at

Error messages appearing when your hands homehealth@inbody.com if you are in need of

and feet are away from the electrodes during ~ 25%/taNce:
the measurement Question:  The power does not turn on after
If the following error messages appear, check pressing the dial.

our testing posture and try again. ) .
Y 9P ryag Answer: *  This can happen when the batteries

are dead. Replace the batteries.

*  This can happen when the batteries
are not inserted correctly. Insert the
batteries so the positive (+) and the
negative (-) terminals align correctly.

Question:  Weight is not measured and the screen
displays a scrolling rectangle.

Answer: * Tap the footplate to turn on the device.
Once 0.0 appears on the LCD screen
step on the footplate and measure
the weight.

* Make sure to remove any foreign
object that might be touching the
device.

Question:  Weight is strange.

Answer: * Tap the footplate to turn on the device.
Then checkiif 0.0 appears on the LCD
screen after 2-3 seconds.

Error messages caused by internal malfunction + The weight can be inaccurate if you

of InBody use the device on carpet or a mattress.
If the following error messages appear, Place the device on aflat, hard surface.
please contact us at homehealth@inbody.
com.




6 Frequently Asked Questions (FAQ)

If your question is not listed here, please contact
us at Homehealth@inbody.com if you are in need
of assistance.

Question:

How accurate is the outcome value?

Answer:

Question:

This InBody product has a 93% correlation
with DEXA.

The InBody Test results vary. Why is there
a difference in outcomes?

Answer:

Question:

If you are standing with incorrect posture,
outcomes will vary. Make sure client's
hands and feet are come in contact with
the electrodes properly. Maintain this
posture until the Test is complete.

If you have dry hands and/or feet, clean
them with an alcohol-based disinfectant
(e.9.70% ethanol) or antibiotic wet tissue
before testing.

InBody recommends testing at the same
time, under the same conditions for best
accuracy.

What is the normal range of visceral fat
level?

Answer:
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Visceral fat level is InBody's method of
level display which leveled cross section
of visceral fat from 1 to 20. For adults, it is
normal if visceral fat level is below 10.
The lower the visceral fat level, the better.

Question:

What is the standard range of body fat
percentage?

Answer:

Question:

Gender ‘ Low ‘Standard ‘ High
below

Man ‘ 10%

below
18%

over 20%

‘ 10-20%

Woman over 28%

‘ 18-28%

(Adults over 18)

What does my InBody Ranking mean?

Answer:

Question:

Your InBody Ranking is based off a
formula that compares your weight,
muscle mass, and body fat mass. A person
with a high body fat percentage would
have a lower score than a person with a
lower body fat percentage. Lose body fat
mass to see your ranking increase. The
InBody Ranking is not an absolute science,
but it's a good way to stay motivated and
track your progress.

What if the user does not know his or her
height?

Answer:

Question:

Height is important for obtaining accurate
InBodly Test results. Measure the user on
a stadiometer like the InBody BSM-170 for
best resullts.

If the user's thighs or armpits touch,
would that affect the test results?

Answer:

Question:

Yes. If the user's thighs or armpits touch,
have him or her wear a light short sleeve
shirt and shorts to obtain more accurate
outcomes.

How do you make the results stay on the
screen longer?

Answer:

InBodly Test results are shown on the LCD
screen for 100 seconds. If you want to see
it for a longer period of time, turn the dial.



6.1 Regarding of Serious
Incidents

If you are aware of a serious incident involving
your product, or communicate a corrective action
to you clients, you must report this as quickly as
possible to the manufacturer and the competent
authority of the Member State in which the user
and/or patient is established.

The set deadlines in accordance with the MDR
(EU) 2017/745 are:

Question:  When an accident occurs

Answer: No later than within 15 calendar days
after you have been informed of a
serious incident.

* No later than within 2 calendar days
after you have been informed of a
serious incident which implies a serious
threat to public health.

* No later than within 10 calendar days
after you have been informed of a
serious incident which hasled to a
death, or a serious deterioration in
someone's state of health.

You must report a serious incident before

the corrective action to eliminate the risk

is taken, except in an emergency, in which

case you must immediately carry out a

field safety corrective action.

Frequently Asked Questions (FAQ)

6.2 Residual Risks and
Undesirable Side Effects

Undesirable side effects have been identified
as general allergies that can be associated with
the skin contact of the metal surface during the
clinical use of the InBody H20B.

Upon the comprehensive risk management,

the metal patient contacting material of the
stainless steel has been evaluated with ISO-10993
biocompatibility testing, particularly with the skin
sensitization testing, which has resulted in the
favorable biocompatibility test results. In addition,
the following contraindication statement has
been added to this IFU:

Individuals with known metal allergies against
stainless steel materials shall not use the
equipment.

6.3 Cleaning

Use the alcohol-based disinfectant (e.g.70%
ethanol) for 1 minute to clean the surfaces of the
device.

6.4 Disinfecting
Use the alcohol-based disinfectant (e.q.70%
ethanol).
Follow the instructions on the disinfectant.

Disinfect the device: Comply with the intervals
specified in the below table.

Interval Component

Before every Hand electrodes and Foot

measurement electrodes
After every Hand electrodes and Foot
measurement electrodes




7 Others

7.1 Symbols used on the
Product

Safety Symbols

Importer

Country of manufacture

(T3]

Operating Instructions

B

Do not disassemble the product
arbitrarily.

A

Warning / Caution

4]

BF type equipment

12V =, 34A/3.34A

Power Adapter

©

Power On

©)

Power Off

Etc. Symbols

Direct Current

European Conformity

Manufacturer

Serial Number

Authorized representative in the
EUROPEAN COMMUNITY

Operating instructions

Medical Device

Unique Device Identification

Catalogue number
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Disposal of old Electrical & Electronic
Equipment (Application in the European
Union and other European countries
with separate collection system.)

This symbol indicates that this product
shall not be treated as household
waste. Instead, it shall be handed over
to the applicable collection point for
the recycling of electrical and electronic
equipment. By ensuring this product

is disposed of correctly, you will help
prevent potential negative consequences
for the environment and human health,
which could otherwise be caused by
inappropriate waste handling of this
product. For more detailed information
about recycling this product, please
refer to local governing ordinances and
recycling plans.



7.2 Classification

Body Composition Analyzer of Direct Segmental
Multi-frequency Bioelectrical Impedance Analysis
Method.

Type of protection against electric shock:
Internal Power Supply

Degree of protection against water infiltration:
Standard Equipment (No special protection
against external water infiltration)

Not suitable for use with air, flammable an
anesthetic gas, or oxygen/nitrogen dioxide/
flammable an anesthetic gas

Operation mode: Continuous Operation
Type of the applied parts: BF Type

7.3 Specifications

Outputs  Bioelectrical Impedance(Z) :
10 Impedance measurements are
taken by using two(2) different
frequencies (20kHz, 100kHz) in
each of the five (5) segments (right
arm, left arm, body, right leg, left
leg)

Electrode Type Tetrapolar 8-Point Tactile Electrode
Methods

Measurement  Direct Segmental Multi-frequency
Method  Bioelectrical Impedance Analysis
Method, DSM-BIA type

Body
Composition  No Empirical Estimation
Calculation

Outputs  Weight, Body Fat (Percent Body
(LCD Screen)  Fat), Muscle (Skeletal Muscle Mass),
BMI

7.4 Specifications

Operating
Current

100pA

Power
Consumption

DC 6V (1.5V AA battery 4EA)

Display Type

Customized LCD

Dimension

310.3 (W) x 356.4 (L) x 58.3 (H): mm
122(W)x 14 (L) x 23 (H):in

Device Weight

2.7kg (6 1bs)

Measurement
Time

Within 5 seconds after measuring
impedance

Operation
Environment

10~40°C, 30 ~ 75% RH,
70~106 kPa

Storage
Environment

-20~70°C, 10~ 95% RH,
50 ~ 106 kPa (No Condensation)

Weight Range

10-150 kg (22 - 330 Ibs)

Height Range

95-220 cm
(3ft1.40in-7ft2.61in)

* Specifications may change without prior notice.



Others

7.5 Guidance and Manufacturer's Declaration

The InBody device is intended for use in the electromagnetic environment specified below. The
customer or the user of the InBody device should ensure that it is used in such an environment.

Electromagnetic emissions

Emissions test Compliance Electromagnetic environment
. The InBody device uses RF energy only for its internal function.

RF emissions ! o h

CISPR 11 Group 1 Therefore, its RF emissions are very low and are not likely to
cause any interference in nearby electronic equipment.

RF emissions

CISPR 11 Class B

Harmonic emissions The InBody device is suitable for use in all establishments,

Class A including domestic establishments and those directly connected

IEC 61000-3-2 ) .
to the public low-voltage power supply network that supplies
buildings used for domestic purposes.

Voltage fluctuations/

flicker emissions Complies

IEC 61000-3-3

Electromagnetic immunity

Immunity test [EC 60601 test level Compliance E\gctromagnetm environment -
level guidance
Floors should be wood, concrete
Electrostatic +8KkV contact +8KkV contact or ceramic tile. If floors are covered
discharge £2KkV, 4k, 2KV, 4k, with synthetic material, the relative
IEC 61000-4-2 +8KkV, £ 15KV air +8kV, £ 15KV air humidity should be at least 30 % is
recommended.
Electrical fast ﬁnze:v for power supply Frni:v for power supply Mains power quality should be that
transient/burst ) : of a typical commercial or hospital
[EC 61000-4-4 4;1 KV for input/output 4{1 KV for input/output environment.
lines lines
0.5k, £ 1k differential 1.0.5 NG .i N Mains power quality should be that
surge mode differential mode of a typical commercial or hospital
IEC 61000-4-5 £05KV, £ TkV, 22KV £05KV, £ TkV, 22KV P P

common mode

environment.
common mode
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Mains power quality should be that

. 0% Ut 0% Ut . ; .
Voltage q\ps, short (100 % dipinUn) for 05/ (100 % dip in Un) for ofa.typlcal commercial or hogp\ta\
interruptions and environment. If the user of this
voltage variations on Gycles 70 % Ut 051 cycles 70 % Ut roduct requires continued operation
9 , (30% dipin Ut for 25/30 (30 % dip in U) for z duct requires cont 4
power supply input Gycles 0.9 Ur 25/30 cycles 0 % U uring power mains interruptions,
lines o . it is recommended that this product
(100 % dip in UT) for (100 % dip in UT) for ) )
IEC 61000-4-11 2501300 cycles 2501300 cycles be powered from an uninterruptible
power supply or a battery.
FBOOV/VS 6 Zi?;zn;yetic Power frequency magnetic fields
9 30 /m 30 A/m should be at levels characteristic of a

field
[EC 61000-4-8

commercial or hospital environment.

Recommended separation distances between portable and mobile communication equipment and InBody device

The InBody device is intended for use in an electromagnetic environment in which radiated RF disturbances are
controlled. The customer or the user of the InBody device can help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment (transmitters) and the InBody device as
recommended below, according to the maximum output power of the communications equipment.

Rated maximum output power of transmitter [W]

Separation distance according to frequency of transmitter [m]

[EC60601-1-2: 2014

150 kHz to 80 MHz 80 MHz t0 2.7 GHz
d=12/P d=20/P

001 012 0.20

0.1 038 063

1 1.2 20

10 38 63

100 12 20

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters
(m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the maximum output
power rating of the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1

At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2

and reflection from structures, objects, and people.

These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
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Electromagnetic immunity

Immunity 1EC 60601 Compliance Electromagnetic
Test Test Level Level Environment - Guidance

Portable and mobile RF communications
equipment should not be used closer to any

Conducted RF 3V part of the Ultrasound System, including

3V

IEC 61000-4-6 150 kHz to 80 MHz cables, than the recommended separation

distance. This is calculated using the equation
applicable to the frequency of the transmitter.

6Vrms
150 kHz - 80 MHz In 6V Recommended separation distance
ISM bands' amateur d=1.2¢/P
radio bands Bands?
10V/m 10V/m IEC 60601-1-2:2014
80 MHz to 2.7 GHz d=2.080 MHzto 2.7 GHz
Where P is the maximum output power rating
of the transmitter in watts (W) according to
the transmitter manufacturer and d is the
Radiated RF recommended separation distance in meters
IEC 61000-4-3 (m).

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,?
should be less than the compliance level in
each frequency range*

Interference may occur in the vicinity of
equipment marked with following symbol:

)

NOTE1 At 80 MHzand 800 MHz, the higher frequency range applies.

NOTE2 These guidelines may not apply in all situations, Electromagnetic propagation is affected by

absorption and reflection from structures, objects and people.
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The ISM (Industrial, Scientific and Medical) bands between 150 kHz and 80 MHz are 6.765 MHz to 6.795MHz; 13.553
MHz to 13.567 MHz; 26.957 MHz to 27.283 MHz; and 40.66 MHz to 40.70 MHz.

The amateur radio bands between 0.15 MHz and 80 MHz are 1.8 MHz to 2.0 MHz, 3,5 MHz to 4.0 MHz, 5.3 MHz to 5.4
MHz, 7 MHz to 7.3 MHz, 10.1 MHz to 10.15 MHz, 14 MHz to 14.2 MHz, 18.07 MHz to 18.17 MHz, 21.0 MHz to 21.4 MHz,
24.89 MHz to 24.99 MHz, 28.0 MHz to 29.7 MHz and 50.0 MHz to 54.0 MHz.

Field strength from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile
radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy.
To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be
considered. If the measured field strength in the location in which the InBody device is used exceeds the applicable RF
compliance level above, the InBody device should be observed to verify normal operation. If abnormal performance is
observed, additional measures maybe necessary, such as re-orienting or relocating the InBody device.

When the frequency range exceeds 150 kHz - 80 MHz, the electric field strength should be not higher than 3 V/m.



Electromagnetic emissions

Others

The InBody device is intended for use in an electromagnetic environment in which radiated RF disturbances are
controlled. Portable RF communications equipment should be used no closer than 30 cm (12 inches) to any part of the
InBody device. Otherwise, the performance of this equipment could be impaired.

Immunity test Band Service® Modulation® [EC60601 Compliance
test level level
Pulse modulation
380 - 390 MHz TETRA 400 18Hz 27V/m 27V/m
FM7
GMRS 460 +5kHz
430 - 470 MHz FRS 460 deviation 28V/m 28V/m
1 kHz sine
Pulse modulation
704 - 787 MHz LTE Band13,17 9V/m 9V/m
217 Hz
GSM800:900
TETRA 800 Pulse modulation
800 - 960 MHz iDEN 820 18 Hz 28V/m 28V/m
Proximity fields CDMA850
y ) LTEBand 5
from RF wireless
Communications
GSM 1800
IEC61000-4-
£61000-4-3 CDMA 1900
GSM 1900 Pulse modulation
1700 - 1990 MHz DECT 217 1z 28V/m 28V/m
LTE Band
124,25
UMTS
Bluetooth
WLAN Pulse modulation
2400 - 2570 MHz 802.11b/g/n 217 Hz 28V/m 28V/m
RFID 2450
LTE Band
5100-5800MHz  WLANS0211am  [ulsemodulation g, 9V/m

217 Hz

NOTE

If it is necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the

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

5. For some services, only the uplink frequencies are included.

6. The carrier shall be modulated using a 50 % duty cycle square wave signal.

7. Asan alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not

represent actual modulation, it would be the worst case.
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7.6 Key Performance Claims
of InBody H20B

The key performance claims of InBody H20B has
been established as the correlation coefficient
ratio (R) of Fat Free Mass (FFM), which is
numerically defined as the R value shall be > 0.80
(80 %)

Clinical Benefit

Using the InBody H20B with the probability

of harm occurring is more beneficial when
compared to the severe harm that might occur
from not using the Body Composition Analyzer
of InBody (Models: InBody H20B). The Body
Composition Analyzer of InBody (Models: InBody
H20B) provides clinical benefits to support the
aforementioned intended use, as the of InBody
(Models: InBody H20B) in mainly used for
healthy and acute or chronically ill populations

in hospitals, medical practices and inpatient care
facilities in accordance with national regulations.
It can be used to assist in the assessment of
nutritional status, obesity and muscle balance.
Body composition analysis is important in
preventive medicine since it provides the basis of
appropriate physical activity and dietary habits for
improving personal daily routine. It can be also
usefully applied to follow-up studies of patients
treated for various diseases.

The key performance claims of InBody H20B
have been established as the correlation
coefficient ratio (R) of Fat Free Mass (FFM), which
is numerically defined as the R value shall be >
0.80 (80 %). Inaccurate measurements of the Fat
Free Mass (FFM) could have a negative impact on
further use of the body composition analysis data
gathered from the clinical use of InBody H20B.
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Product Warranty

Name of Product : InBody Dial

Product No

Date of Purchase

Place of Purchase :

= This product warranty gives an assurance for the InBody product as below:

. This product undergoes a strict review process to ensure quality control

. The warranty period of this product follows the warranty period policy of the manufacturer.

. If the product malfunctions under normal use, InBody will repair it, free of charge during the
warranty period.

. The warranty will be voided and repair services will be offered at cost under the following

circumstances:
Failure and/or damage caused by mishandling.

Failure and/or damage caused by not following the directions and precautions stated in the
User's Manual.

Failure and/or damage caused by a natural disaster.
Failure and/or damage caused by a power malfunction.

. The warranty will be voided if:
The InBody was disassembled by unauthorized personnel.
The InBodyh was repaired by unauthorized personnel.

. Services are available at a cost after the warranty period.

Contact us at Homehealth@inbody.com if you are in need of assistance.

InBody
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