KOROT V2 Doctor

KOROT






Please note the important information below before reading this manual.

A Warning Failure to observe these precautions can result in personal injury or device damage.
A Caution Failure to comply with safety precautions can damage the device.
Note Additional Information.
Contact Information KOIROT

For any problems with V2 Doctor or any clinical questions, please contact us at:

sl KorOT Co., Ltd.
1-102, 330, Yeongok-gil, Ipjang-myeon, Seobuk-gu, Cheonan-si, Chungcheongnam-do 31026 KOREA
TEL: +82-41-417-0515 FAX: +82-41-417-0516
Website: www.korot.com  E-mail: info@korot.com

Customer Service Information 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

Reproduction, adaptation, or translation of this manual is prohibited without prior written consent from KOROT Co.,
Ltd. under the copyright laws. This manual may be printed incorrectly and subject to change without notice. KOROT
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 (www.korot.com) to view and download additional information about the V2 Doctor. KOROT Co.,Ltd.
reserves the right to modify the appearance, specifications, etc. of this product to improve its quality, without prior
notice.

Not MR safe
Warnings and cautions described in the user's manual should be observed at all times.

This device complies with part 15 of the FCC Rules. Operation is subject to the following two conditions:
(1) This device may not cause harmful interference, and (2) this device must accept any interference received,
including interference that may cause undesired operation.
Note:
This equipment has been tested and found to comply with the limits for a Class B digital device, pursuant to part
15 of the FCC Rules. These limits are designed to provide reasonable protection against harmful interference in a
residential installation. This equipment generates, uses and can radiate radio frequency energy and, if not installed
and used in accordance with the instructions, may cause harmful interference to radio communications. However,
there is no guarantee that interference will not occur in a particular installation. If this equipment does cause harmful
interference to radio or television reception, which can be determined by turning the equipment off and on, the user
is encouraged to try to correct the interference by one or more of the following measures:

- Reorient or relocate the receiving antenna.

- Increase the separation between the equipment and receiver.

- Connect the equipment into an outlet on a circuit different from that to which the receiver is connected.

- Consult the dealer or an experienced radio/TV technician for help.

Part15.21 statement:
Changes or modifications not expressly approved by the manufacturer (or party responsible) for compliance could

void the user’s authority to operate the equipment
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XIn general

Consult a doctor before using V2 Doctor if you have cardiovascular disease.

V2 Doctor is a device to measure the blood pressure and pulse rate. Do not use it for any other purpose.

Results can only be interpreted by experienced medical professionals, and cannot be used for diagnosis, medication,
or other treatment by the consumer's arbitrary judgment without a doctor's prescription.

Do not use near MRI equipment or in the EMC environment.

Do not use in combination with defibrillator or hyperbaric oxygen therapy equipment.

Except for the medical professionals, do not use the device with other medical or electronic devices at the same time.
Do not use in an environment where there is a risk of flame such as gas or chemical substances.

The application of the cuff and its pressurization on any limb where intravascular access or therapy, or an arterio-
venous (A-V) shunt is present could result in injury to the patient because of the temporary interference with blood
flow.

Do not open or perform any internal modifications on V2 Doctor.

If the patient feels severe pain or abnormalities during measurement, immediately stop measuring blood pressure.
Do not use V2 Doctor on an injured arm or during arm treatment.

Do not measure on an arm receiving an intravenous injection or blood transfusion.

If this device has been modified, proper inspection and testing must be carried out to ensure its continued safe use.
In case of an emergency during the measurement, press the Start/Stop button or unwrap the cuff.

Do not use V2 Doctor along with HF SURGICAL EQUIPMENT.

Too frequent measurements can cause injury to the patient due to the blood flow interference.

By examining the affected limb, ensure that the device's operation does not result in a prolonged impairment of the
patient's blood circulation.

Pressurization of the cuff can temporarily cause loss of function of simultaneously used device on the same limb.
Continuous cuff pressure due to connection tubing kinking can cause the effect of blood flow interference resulting
harmful injury to the patient.

If the air tube is wrapped around the neck, there is a risk of injury or death from suffocation.

Do not use this product in places where the use of wireless devices is prohibited. Since this product emits radio

frequency (RF) energy in the 2.4 GHz band, it is not recommended to use it in areas where high frequencies are
restricted.

Do not connect the unauthorized device via Bluetooth.

FKHandIing the Adapter‘ ’ M2 =3HZEC2): & OlHE HMIots ZURE +
« Be sure to use only the Adapter supplied with V2 Doctor. Using an adapter other than the one provided could result in o

damage to V2 Doctor or malfunction. =
« USB C-type port is for charging only.
« Do not connect the charger with wet hands.
« Do not use V2 Doctor when the cord or AC Adapter has been damaged.

Cautions - In general

« Measurements may be inaccurate in the following cases. Please check before use.
Patients with arrhythmias
Patients with aortic disease
Patients with tremor
Patients using an artificial heart or artificial lung
Patients with a marked drop in body temperature or poor blood circulation
If another device is attached to the arm to which the cuff is connected
If an improperly sized cuff is connected
When measuring while wearing thick clothes
When measuring with clothes rolled up
Talking or moving while measuring
If the position of the cuff is lower or higher than the heart
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The device is not intended for infants.

The cuff is not made of natural rubber latex.

Only use dedicated cuffs manufactured by KOROT with this device.

In the event of an incident related to cybersecurity, side effect or accident, contact KOROT Customer Service. It should
be reported to the manufacturer and competent authority.

Do not use without the arm in the cuff.

Be careful not to allow foreign substances such as food or beverages to enter into the device.

Do not wrap the cuff on the arm on the side of a mastectomy or lymph node clearance.

Only use dedicated Li-ion battery with this device.

Cautions - Before taking a measurement

Make sure whether the device is not dirty or wet.

For proper blood pressure management, use the blood pressure monitor after setting the date/time.

Install the device on a flat, vibration-free floor.

If the battery level is low, connect the adapter and wait for 10 minutes before taking a measurement.

Remove thick clothing and do not roll sleeves.

Adjust the height of your chair so the cuff is leveled with your heart.

Take a measurement when you are in a relaxed state. Sit and rest for about 5 minutes prior to taking the measurement.
Wrap the cuff firmly so that KOROT sensor is pressed against the skin (If not, the measurement may not be accurate).

/\Cautions - When using V2 Doctor

« Keep still and do not talk while taking a measurement. If you move or talk, the measurement may not be reliable.

« Perform the measurement in a quiet place. Noisy surroundings may affect the measurement results.

« Do not tap KOROT sensor or cuff during the measurement.

» Press START/STOP button during the measurement if you encounter an error message on the monitor (Refer to QnA).

« Korotkoff sound may be temporarily inaudible if there is an electrical shock during the measurement. It does not affect
the measurement result, and the monitor should work properly if you perform the measurement again.

« Do not use V2 Doctor where physical or electrical shocks may occur.

« Stop taking the measurement immediately if you feel pain or abnormality during the measurement.

/N\Cautions - After using V2 Doctor

Store the cuff in the holder located in the back of the device.

Do not overly bend the cuff or the air tube when storing the unit.

Consult experienced medical professionals for the measurement result.

If you excessively repeat the measurement, temporary internal bleeding (bruising) may occur due to cuff compression.
Do not use V2 Doctor in places with high humidity or water present. The monitor can be damaged.
After use, keep it in a safe place where the unit will not be damaged.

« Once a week, gently wipe the exterior surfaces of the instrument with a lint-free cloth.

For repackaging, the packaging protection material provided by KOROT Co., Ltd. must be used.
The cuff cannot be washed. Be careful not to get water on the cuff.

Do not overly bend the cuff or the air tube when storing the unit.

Keep V2 Doctor out of reach of infants, children and pets.

Dispose of packaging and other wastes in accordance with applicable laws and regulations.

V2 Doctor is verified in accordance with IEC 60601-1 and ISO 80601-2-30, international safety standards for
electronic medical devices and produced under the quality control procedure of KOROT Co., Ltd. which complies
with ISO 13485, an international quality management system standard.

V2 Doctor is clinically validated in accordance with the Association for the Advancement of Medical
Instrumentation/European  Society of Hypertension/International  Organization for Standardization
(AAMI/ESH/ISO) Universal Standard (ISO 81060-2:2018/A1:2020).

-




User's Manual Contents

(00T ] Toa A 01 10T 41 =1 4 oY o PSS SUPR 1
AV T a1 T o PRSPPI 2
(@7 10 1o L PSR 2
B o 1o TV A 2 B To Tox (o OO PPPPPTRPN 5
F W (01 €= g o =Yoo SUPRPTRI 5
B. Measuring Blood Pressure USING V2 DOCIOT..........uuuiiiiiiieiiiiiee i ettt ettt e e 5
(O o (oo [UTe1 Q@ oTaa o To] o T=T | - OO PO UUPRTRPN 6
DI N (=T o =T (o N T g T 1o 3 SRR 7

2. Using V2 Doctor

AL PTEpariNg t0 USE.......uuiiiiiiiiiiiii i e e 8
(SIS Y=l u ] aTo TR 2220 1o T (o RO UPR 10
C. Preparing for the MEaSUIMEIMENT . ........uii ittt ettt ettt e ettt et e e e et bt e e s sttt e e e te e e e e asbeeeean s abaeeeeanbneeeannnes 11
D. TAKiNG MEASUIEIMENT ...ttt e e e e et e e et e e e s s e e e e e e asr e e e s n e e e e asneeeesnrenees 12
E. MEASUIEMENT RESUIL........oiiiiiiiiii ettt sttt b ettt bt £ et e e e e e sb e e nbe e e b e s aee e seneas 13

eI (o laTo IV o 1Y - T (=T o P (ot T TP R OU PP PPRPPPRPN 16
A. Storing and MAINTENANCE .........c.coiiiiiiiiiiii i e b e st e e s b e e b e e s b e e s be e sabe s e e 16
B. Replacing KOROT SENSON COVET .........uuiieiiiiieeiiiiee et ettt e st et e e ek e e e s e e et e e e st e e st e e e e e e e eeeensneeeenanneeas 17

4. Frequently ASked QUESHIONS AN ANSWETS ........uuuiieiiiiieaiiitee et ettt e ettt e e s aste e e e e bee e e e e e ambe e e e abbeeeaanbeeeeabbeaeeeeeanneeeaas 19
N == U =T 0T o N 19
B. Errors

B ORI . e bbb s 22
AL SYMDOIS. ... e e 22
B. ProducCt CIAaSSIfICALION ..........ueiiiiiiiie e ettt e e e e e e e e e e e s e e e eeesnnee e 22
C. CompoNneNnts Provided SEPAIALEIY...........uuiieiiiiieiiiite e ettt e et e e e e et e e e sb e e e e anbe e e e e baee reeeanbeeeeannes 23
D). SPECIICALIONS ...ttt etttk Rttt e 23
E. EMC INFOIMBIION ...ttt ettt et ettt ekt e et e e ek e e e et e e e ettt e e et e e e e e neneeas 25



1. About V2 Doctor

A. Intended Use
The V2 Doctor is a digital monitor intended for use in measuring blood pressure and pulse rate in user population

with upper arm circumference ranging from [15cm to 53cm (6-inch to 21-inch). The systolic blood pressure and ( W2 EF[ZEC3]: XS ~ XL
diastolic blood pressure are measured by non-invasive blood pressure (“NIBP”) measuring method and also by L .

utilizing the auto auscultation method and ocillometric method. The V2 Doctor may provide useful clinical
information about the current health status of not only the users who are diagnosed with hypertension but also those
who are not diagnosed with hypertension. Warnings and cautions described in the user’s manual should be
observed at all times.

*This device can be used in home environment.

B. Measuring Blood Pressure Using V2 Doctor| HIE Z3HO|L4]: 07| L{2L 20| QojE =

Automated auscultation is a method that combines the accuracy of auscultation, and the convenience of the
oscillometric method.

© To measure the blood pressure, wrap the cuff around the upper arm and inflate it to a pressure above the systolic
pressure.

® Then slowly release the air to detect the Korotkoff sound signal and the pressure sensor signal, which you can
listen with the KOROT sensor attached to the cuff, to measure the systolic and diastolic blood pressure.

The Automated Auscultation applied to V2 Doctor combines the accuracy of the auscultation method with the
convenience of easy measurement. The signals are electronically processed to compensate for the possible errors
in the auscultation method caused by movement, external noise, etc., enabling a more accurate blood pressure
measurement.

¥ What is Auscultation?

Auscultation is a method of measuring blood pressure directly using stethoscope, pressure gauge, and a cuff. It is
one of the most traditional and well-recognized standard of blood pressure measuring method. Wrap the upper arm
with a cuff, inflate the cuff to pressurize the artery that passes under the skin to completely occlude the blood flow.
Then release the air to reduce pressure, and use a stethoscope to listen to the sound from the pressed arteries
when blood flows back into the pressed area. The sound generated at this moment is called the Korotkoff sound,
and it is known to be caused by turbulence caused by the blood flow. As the pressure in the cuff falls to or below
the patient's systolic blood pressure, some blood will be able to pass through the upper arm and the first Korotkoff
sound is heard. Korotkoff sound continues to be heard as long as the pressure in the cuff is between the systolic
and diastolic pressures, and it disappears altogether when the pressure in the cuff drops below the diastolic
pressure. When the pressure in the cuff drops below the diastolic pressure, the cuff no longer interferes with blood
flow, so there is no more audible sound as the blood flows without the turbulence.

¥ What is the Oscillometric method?

The Oscillometric method is similar to the auscultation method, where the cuff is inflated to reach above the systolic
pressure and then deflated. The blood pressure is measured using the pressure change in the blood flow while the
cuff is being deflated. Systolic, diastolic, and mean pressure are estimated based on Oscillometric waveforms
generated by the pressure changes. Compared to auscultation, it is convenient because it is easy to use and is less
affected by external noise or movement, so it is widely used in automatic blood pressure monitors. However,
conventional automatic blood pressure monitors, which use their own estimation algorithms, have problems with
different measurements and poor accuracy. To perform a measurement, V2 Doctor inflates the cuff above the
systolic pressure and then deflates it to obtain the cuff pressure value and Korotkoff sound. As the pressure falls to
the patient's systolic blood pressure, the first Korotkoff sound is heard. When the pressure drops below the diastolic
pressure, it disappears after the last Korotkoff sound is heard. V2 Doctor determines whether a Korotkoff sound is
heard using the volume, distribution, Oscillometric signal, and filter of the sound acquired during the measurement,
and determines the blood pressure value.

The resulting Korotkoff sound appears as shown in the figure above, marking the first sound heard with the systolic
pressure (SYS) and the last sound heard with diastolic pressure (DIA).
- [



C. Product|Components | M2 ZBOIL5]: User's manual 18 HHHOF ShLt?
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© V2 Doctor @ S-size Cuff © XS-Size Cuff ot J ) E=eEl of S ) S
* Optional * Optional :
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0 XL-Size Cuff O L-Size Cuff 0 M-Size Cuff
* Optional * Optional * Optional
OAC Adapter @Power cord @User’'s Manual @Battery
Thank
Guide

*installed in the device

KOROT

© KOROT Sensor Cover (3ea)  @Pouch for Cuff @ Mobile Cart (Optional)

NOTE
« Please check the product components when opening for the first time.



D. Exterior and Functions

¥ KOROT Device

No. Item Function

@ User Interface Buttons M1, M2, Menu and OK buttons

@ Cuff Connector For connecting the dedicated cuff

® Handle Handle for carrying

@ Display Displays measurement results and device status

® Start/Stop Button Button to start or stop measurement

® USB 3.0 Connector [For connecting the 5V adapter for charging the battery/
@ Anti-slip rubber Rubber to support the device

Speaker Speaker for sound output

® Label Label with basic device information

% KOROT Cuff
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No. Item Function

@ Cuff connector For connecting to the device

@ KOROT sensor (top side) Collects KOROT signals (Korotkoff sound)
® ‘ KOROT sensor (bottom side) Collects KOROT signals (Korotkoff sound)
@ KOROT sensor cover Protects KOROT sensor

2. Using V2 Doctor

A.|Preparing to Use

© Pull the device from the box using the handle on the top.

® Insert the AC adapter provided with the product into the AC adapter jack on the left side of the monitor.
© Plug the AC adapter into an outlet.

NOTE
« Remove the protection film before you use.

O Press the START/STOP button to power on the device.

& Caution

Use only the dedicated AC adapter that came with this monitor (5[V] 2.4[A])
» The battery level may be low when powering on the product for the first time. Please charge before use.
« Approximately 150 measurements can be taken on a full charge.

« If you try to measure at low battery, the following pop-up window will show up, and the measurement will be
automatically stopped.

While storing and not using the device, it is recommended to charge the battery to at least 50% every 6 months.

. ’The user can measure blood pressure while charging because the IEC 60601-1 test was conducted with the
adapter connected.|

« Last discharge capacity after 300th cycle is higher than 60% minimum capacity.

For battery replacement, contact KOROT Customer Service center.
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dll  Battery is full
{— A Batteryislow.
{|  Battery is depleted. Charge the battery

Battery level is low

Please charge




B. Setting V2 Doctor

* Press a button at the top to move to the Menu screen.

X Setting the date & time
© Select Time setting and press button.
® Press button to change the date and time and press button to move to the next.

©® When you are done, press button to return to the previous screen.

X Setting volume
© Select Volume setting and press button.
® Press button to control the volume.

- .
© When you are done, press . button and return to the previous screen.

/N Caution
» Loud noise can cause hearing loss.
« Korotkoff sounds may sound quiet even at maximum volume depending on the health status of the user..

X Initializing the Device
© Select Reset and press button.
® Press button to decide whether to initialize the data.

© Press button to start initializing.
*When initialized, all saved data and settings are deleted.




C. Preparing for the Measurement

- It is recommended to take a break for 5 to 10 minutes before the measurement.
- Do not smoke and drink alcohols or caffeine 30 minutes before the measurement.
- During the measurement, please relax and take measurement in a stable state.
- Do not talk or move during the measurement.

© Connect the cuff with the triangle shape facing up.

NOTE
« Use the cuff that fits around your arm
(XS: 6~7, S: 7~9, M: 9~13, L: 13~17, XL: 17~21 [in])

(XS: 15~18, S: 17~22, M: 22~32, L: 32~42, XL: 42~53 [cm]) W2 ZSHZECIAL: XS ~ XL

A Caution

« Measurements will not be performed if the cuff is not connected correctly

@ Wrap the cuff on your upper jarm.

W2 Z3[As15]: LHAEO 1~2cm HO| (04~0.8
.‘ inch) = Z0| MFA L.
I

Wrap the cuff 1-2cm above the
elbow and check the location of
KOROT Sensor on the image

\

I
!
1
|
\
v
|
I
|
|
I
|

KOROT Sensor

© After locating the KOROT sensor on the proper position, wrap the cuff and tighten it by using the Velcro.

*The result can vary between the left and the right arm. Always wrap the cuff on the same arm.




D. Taking Measurement

© Have a seat like the image below and the arm should be placed on the table, comfortable and in level with the

heart.
— If the cuff is below heart level,
Lean against the adjust it with a cushion or towel
back of your chair
|
-
l\: ’ Do not cross your legs,
\“.\ I‘ place your feet on the floor
\|
3
A User1 10:00 am © 3 -
@ Press the Start/Stop button to turn on the screen and choose Userl1, The KOROT test uses the same

auscultatory method of measuring
blood pressure that doctors use

To change the user
press the (A icon above

‘Userzl or guest by pushing button.

© Press the Start/Stop button to start KOROT test.

To begin the test
Press START/STOP button

\Y4

NOTE

« If the surroundings are noisy or you talk while measuring, the blood pressure value can be inaccurate.
« If you want to stop the measurement, press the Start/Stop button again.
« If you measured by guest, the data is not saved.

« If you are going to measure in a row, take at least one minute break between the tests.

& Caution

« Wrap the cuff tightly enough for the KOROT sensor to be pressed against the skin.

« If the arm with the cuff is significantly higher or lower than the heart level, then the test results may be unreliable.
« If the KOROT sensor is incorrectly positioned, the measurement result can be inaccurate.

N
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E. Measurement Result

X Checking the result

0 After the measurement, the following screen appears.

A\ User1 10:00 am
KOROT

129 89 73 |E

The KOROT test is complete [©)
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No. Content
@ Displays the KOROT graph (Korotkoff and Oscillometric signal). The amplitude is different by person
and the systolic/diastolic pressure points are marked.
SYS Displays Systolic pressure.
@ DIA Displays Diastolic pressure.
Pulse Displays pulse rate (heart rate per minute).
® (Can check the trend of your blood pressure.
@ |Displays the notification including normal blood pressure range (AHA).

® The result screen is displayed for 120 seconds and the result is saved as history data.

© If KOROT App is connected, the result would be automatically saved in the app as well.

+ Explanation of the Measurement Result and the Method of Calculation

SYS Systolic Blood Pressure (SBP)
DIA Diastolic Blood Pressure (DBP)
PR Pulse Rate [bpm]: Heart rate per minute / The heart rate per minute is displayed.
MAP Mean Arterial P‘re_ssure [mmHg] [1/3 X SYSl+ 2/3 X DIA]
* https://en.wikipedia.org/wiki/Mean_arterial_pressure

* Mean Arterial Pressure (MAP) is an ESTIMATED number.
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Normal <120 and <80

Elevated 120-129 and <80

Hypertension Stage 1 130-139 or 80-89
Hypertension Stage 2 >140 or > 90
Hypertension Crisis >180 and/or >120
*Source: American Heart Association 2023
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X Checking the history data

O Press a button, select History Data and press button to select the user.

(~J~ - R =

Up/Down  Select  Exit

I Record
A User 1

| History

€ Settings

® Press button to check the history data of the specific user.

© Press button to move to the record to manage and press button to see the data in detail.

000 006

Up/Down  Details Before Up/Down  Select  Exit

2022.06.22 10:00am
SYS DIA Puse 88

145 92, 115

06.22 10:00 145/
PM 0 P
06.22 09:58 140/ 90/ 78
AM

06.22 02:00 120/ 70/ 79

A o AP Irregular heartbeat detected

#x Ambient noise detected

06.21 01:45 145/ 92/ 88 +&* Movement detected
-{fi« Cuffis too loose

Back

AM & R
06.21 10:00 120/ 97/ 88
AM 24

06.20 10:00 145/ 92/ 88
AM
1456

+Icons

Appears when movement was detected while measuring. Do not move or talk during measurement.

m Appears when the noise is detected while measuring.

Appears when an irregular pulse wave was detected. If this icon reappears, contact an expert.

-)I'i(— Appears when the cuff is wrapped loosely.

14



X Checking the history graph

O Press a button and press button to select the History Graph of the user.

1
(~ I =

Up/Down  Select  Exit

& Record

|~ History

A User 1

£ Settings

® Press button and you can check your blood pressure history.

=)

Left/Right Before

22.06.25 1§w551 82

mmtig

© Press E button to go back to the menu.

- I



3. Storing and Maintenance

A. Storing and maintenance

X Storing V2 Doctor

O Always keep V2 Doctor clean using a soft, lint-free cloth.
® Unfold the cuff and put it in the holder behind the monitor body.

N
\
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« If not used for a long period of time, it is recommended to store it in the package provided.

« To store and transport V2 Doctor safely, you must meet the criteria below.
« Itis recommended to get preventive inspection every 2 years to maintain its performance and safety.

« Environment Condition

Item Transport/Storage Condition Operation Condition
Temperature -20 ~ 60°C 0 ~40°C
Relative humidity 10 ~ 85% RH (No Condensation) 15 ~ 85% RH (No Condensation)
Air pressure 50 ~ 106 kPa 70 ~ 106 kPa

& Caution

« Do not put anything on V2 Doctor itself or on the box storing it.

Keep V2 Doctor away from water.

corrosive gas.
Do not store V2 Doctor in a place subject to vibration or shock.

The cuff is not washable. Keep the cuff from water.

Do not forcefully fold or press the cuff. It can cause the cuff to be damaged.

Do not detach the KOROT sensor from the cuff.

Do not subject the monitor to extreme hot or cold temperatures, humidity, direct sunlight, dust, bleach, or

Do not use flammable substances such as volatile liquids or benzene thinner to clean the monitor body or cuff.

I



B. Replacing KOROT Sensor Cover

© Prepare the cuff and a spare KOROT sensor cover to replace.

]

@ KOROT Sensor Cover

® After turning the KOROT sensor case clockwise to unlock it, lift it up and separate it from the cuff.

T~ <C: Unlock>

© Separate the microphone with the KOROT sensor cover from the cuff.

® Hold the band of the old KOROT sensor cover and remove it.

- I



® Hold both sides of the new KOROT sensor cover and cover the microphone module all the way inside.
* Measurement may not be accurate if there is an empty gap.

® Arrange the microphone module with the KOROT sensor cover as shown below, and cover it with the case
that was removed at the beginning.




4. Frequently Asked Questions and Answers

« Below are the frequently asked questions about the V2 Doctor.

« If you have any questions even after checking the information below, contact KOROT Customer Service.

« To contact KOROT Customer Service, refer to the “Customer Service Information” on the page 1.

A. Measurement

Question 1: Measurement results appear different at each time

Ay
* Blood pressure flw EY: - I—
n=5{normal biood pressure

1 3] 12 18
* Source: New England journal of medicine Vol. 313 No. 21 1315p ~ 1337p 0028-4793 SCI(E)

Answer 1

- Blood pressure fluctuates throughout the day.

- Try to measure your blood pressure at about the same time each day for consistency.
Answer 2

- Blood pressure can change in the following cases.

Within one hour after meal

After you drink caffeinated beverages such as coffee or black tea, or consume alcohol

After smoking
After a bath

After urination or bowel movement

When you talk during a measurement

When you do not feel relaxed

When measuring in a different place or environment than usual

Question 2: The measurement result with V2 Doctor is lower than the blood pressure measured
at the hospital.

Answer 1
- Because you are psychologically stable at home, result may appear 20-30mmHg lower than the
measurement result at the hospital. It is important to know that the lower home blood pressure measured
at home is in a relaxed state.
Answer 2
- If the cuff level is higher than the heart, the blood pressure result may appear lower. If so, adjust the height
using a cushion or pillow.

I



Question 3: The measurement result with V2 Doctor is higher than the blood pressure measured
at the hospital.

Answer 1
- If the cuff is wrapped loosely, the cuff does not pressurize the pulse rate enough, so blood pressure is
measurement is higher. Wrap the cuff tightly so that there is no gap between the cuff and the arm.
Answer 2
- If the cuff level is lower than the heart, the blood pressure result may appear higher. If so, adjust the height
using a cushion or pillow.
Answer 3
- Did you take a hypotensor at the hospital? Blood pressure may increase as the hypotensor wears off over
time. Consult your doctor.

Question 4: What time of the day is good for measurement?

Answer 1
-t is recommended that you take a measurement after urinating especially in the morning and before
breakfast. At night, try to measure before going to the bed.
Answer 2
- Because the blood pressure fluctuates as much as 30-50 mmHg throughout the day, try to measure your
blood pressure at about the same time each day for consistency.

Question 5: Measurement result is inconsistent.

Answer 1
-If you have severe arrhythmia, the measurement result may not be accurate. If you suffer from severe
arrhythmia, measure the blood pressure at least three times and get the mean value of your blood pressure.
Answer 2
- Movement may affect the measurement result. Remain still and measure again.
Answer 3
- Measurement result may appear unreliable if you are not in a relaxed state.

Question 6: Air is leaking from the cuff too fast.
Answer
- If the cuff is not wrapped tightly on the arm, it can be deflated too fast. Wrap it tightly and measure again.
Question 7: Monitor is not working.
Answer 1
- Check the adapter connection.
Answer 2
- The battery may have been depleted. If the battery level is not displayed at the top of the screen, connect
the adapter and charge it. Contact Customer Service to change the battery if the battery level is still not
displayed after a full charge.
Question 8: No sound
Answer
- Control the volume in the volume setting. If it doesn’t work, please contact KOROT Customer Service.

Question 9: How can | update V2 Doctor?

Answer
- CS engineer will update the device if it is needed.



B. Errors

« Errors are shown on the screen. See descriptions below.

« If the error persists, contact KOROT Product Support with the code No.

Item Error Code No. Correction
o « Connect or apply the cuff correctly.
Pressurization 11, 12, 13, 21, 31
« Check the KOROT sensor is in touch with your skin.
» Check the connection of the monitor and apply the
Cuff 14, 22, 23, 24, 25, 26 cuff correctly.
» Take a measurement in a relaxed state.
4,8,15 « Do not move and talk while measuring.
Measurement
39 « Connect or apply the cuff correctly.
' » Check the KOROT sensor is in touch with your skin.

-« I



5. Others

A. Symbols

BF-type applied part

Manufacturer

Date of manufacture

Serial number

Need for the user to consult the instruction manual

Temperature limitation

Humidity limitation

Atmospheric pressure limitation

Medical device

HiER:I= BN A=

Unique device identifier

P21 Classification of ingress of water or particulate matter info
E WEEE mark

—

% Importer

m
m

1639

EU Conformity

Authorized representative in the EUROPEAN COMMUNITY

Federal Communications Commission mark

®8k

TUV Rheinland mark (NRTL)

Direct current

®

MR unsafe symbol

B. Product Classification

Type of protection against electric shock: internally powered device

Level of protection against electric shock: BF-type applied part

Level of protection against flooding: IP21

This device is not suitable for use in the presence of flammable anesthetises or oxygen

22

M2 Z=$H0|22): £ CE/EU REP 37}



C. Components Provided Separately

Adapter « Dedicated adapter
Sensor Cover « Dedicated KOROT Sensor Cover
Mobile Cart « Dedicated Mobile Cart (Available for optional purchase)
Printing Program « Dedicated Printing Program for PC/Tablet
Additional Cuff « Dedicated cuff (XS/ML/XL size cuffs are available for optional purchase)

D. Specifications

Product Name

(Model Name) Blood pressure monitor (KOROT V2 Doctor)

Display Method Digital display method (5 inch TFT LCD)

Test Range Pressure: 0~300mmHg, Pulse: 30~240bpm

Degree of Precision Pressure: £3mmHg, Pulse: Within +2%

Minimum Scale Unit 1mmHg

Measurement Method Auto Auscultation method + Oscillometric method

Measured Values Systolic/Diastolic blood pressure, Pulse Rate, Mean Arterial Pressure
Pressurization time Approx. 10 sec.

Approx. 30 seconds on average

(20-50 seconds depending on the pulse and blood pressure value)

* XS-size cuff (Only for circumference 6~7in / 15~18cm / optional)
S-size cuff (Only for circumference 7~9in / 17~22cm)

M-size cuff (Only for circumference 9~13in / 22~32cm)

L-size cuff (Only for circumference 13~17in / 32~42cm)

ML-size cuff (Only for circumference 9~17in / 22~42cm / optional)
XL-size cuff (Only for circumference 17~21in / 42~53cm / optional)

Test time

Cuff (0~300mmHg)

*Not made of natural rubber latex W2 ZH[EC23: A XS ~ XL

Data Storage

User1/User2 1000 examinations each

USB Data Format

Wireless Communication

.Csv

Bluetooth 5.1

Operating Environment

Transport/Storage
Environment

0~ 40°C, 15 ~ 85% RH, 70 ~ 106 kPa

-20 ~ 60°C, 10 ~ 95% RH(No Condensation), 50 ~ 106 kPa

Rated voltage and power
consumption

Input: 100-240 V a.c., 50/60 Hz, 0.5-0.25 A
Battery: 3.6V, 3350mA‘h

Dimension Approx: 130(W) x 197(H) x 150(L) mm
Device Weight Approx: 0.7kg (1.54Ib)
Package Weight Approx: 1.5kg (3.3lb)

Manufacturing Country

Republic of Korea

Manufacturing Company

KOROT Co., Ltd.

Life Time

Device: 6 years
Cuff: 1 year
Battery : 6 years

W2 ZE[EC24): O, HiE2] YEl0jE

- I



NOTE
« The above information is subject to change without notice to improve appearance and product performance.
« This product is a Medical Device, and read the Precautions and Instructions carefully before you use.



E. EMC Information

« The V2 Doctor is intended for use in the electromagnetic environment specified below. A V2 Doctor user must

ensure that the product is used in such an environment.

+A1:2017

AC 240V, 5D Hz
AC 240V, B0 Hz

Basic EMC -
Phenomenon standard or test Dﬁ:l;ng t P‘:n Test Voltage Test levelrequirement
method
AC 100V, 50 Hz
Mains tarminal CISPR 11:2015 ) AC 100 W, 80 Hz
disturbEncs +A1:2016+A2:2018 Conlln_uous AC Mains AC 120V, 80 Hz Group 1, Class B
voltage EN operation moda AC 220V, 80 Hz !
55011:2018+A1:2017 AC 230V, S0 Hz
AC 240 W, 50 Hz.
AC 100 W, 50 Hz
CISPR 11:2015 AC 100V, 80 Hz
Radiated +AT:2016+A2:2019 Continuous Endosure AC 120V, B0 Hz Group 1. Class B
disturbanca operation moda AC 220V, 80 Hz et
55011:2016+A1:2017 AC 230V, 50 Hz
Baltery 3.63 V
Harmeonic Current 1EG 51000322018 Continuous .
Emission +A1:2020 oparation mode AC Mains | AC 230V, 50 Hz | Class A
EN 61000-2-2:2014 P
Voltage change, IEC 61000-3-3:2013 Pst: 1
Voltage +A1:2017 Continuous . Pit 0.65
fluctuations and EM 61000-3-3:2013 operation moda ACMaina | AG 230V, SO Hz dma: 4%
Flickar Emission +A1:2019 do: 3.3%
AC 100V, 50 Hz
. AC 100V, 80 Hz | 8 kV/Contact
E:‘:ﬁ;‘?‘ IEC 51000-4-2:2008 Gontinuous Encocure | AC 120V, B0 Hz
Imemunity EM &1000-4-2:2009 operation mods AC 220V, B0Hz | +2.+4 £8,
AC 230V, S0 Hz | £ 15 KVIiAIr
Battery 3.63 V
100 W, 50 Hz
Radiated RF IEC &1000-4-3:2020 Comlinoiis 1% 3 g :i 3Vim
Ellammmagn_alil:: EM 61000-4-3:2006 operation mode Enclosure 270 V: 80 Hz 80 MHz-2.7 GHz
Fiald Immusnity +A2: 2010 230V 50 Hz B0 AM at 1 kHz
Battery 3.63 V
ROy i
Proximity Fields IEC 61000-4-3:2020 Continuous AC 120V, 60 Hz | Table 8in
from RF wireless | EN 61000-4-3:2006 ) Enclosura ; IEC 60601-1-2-
Communications | +A2:2010 operation made AC 220V, B0 Hz | o514
Equipment ) AC 230V, 50Hz
uip Battery 3.63 V
AC 100V, 80 Hz | =2 kv, 100 kHz repefition
Elecirical Fast ’ . AC 100V, B0 Hz | fraquaenc
TrsntBUISt | by syoobdd o e E::r';'::‘;”;m AC Mains | AC 120V, B0 Hz [— q1 oy 1: ey
Imimaunity - AC 220V, B0 Hz bl
AC 230V, 50 Hz | repetition frequency
AC 100V, 80 Hz | Line to Line
IEC 61000-4-5:2014 Comlinoiis AC 100V, 80Hz | 205KV, 21 kW
Surge Immunity EM 61000-4-5:2014 operation mode AC Mains | AC 120V, 60 Hz
+A1:2017 AC 220V, 80 Hz | Line to Ground
AC230V,. 50Hz | # 05KV, +1kV, £ 2 kV
v
Immunity to AC 100 v, 50 Hg | 01580 MHz
GatxdLickd IEC 61000-4-6:2013 Gontinuous | ACI0OV.EDHZ | gy 1SM bands
Disturbances EN 81000-4-6:2014 operation mode | ACMaNS | AC 120V, 80Hz | o 0,15 MHz and 80
Induced by - P AC 220V, B0 Hz | S :
RF figlds AC 230V, 50Hz
B0% AM at 1 kHz
AC 100V, 50 Hz
Power Frequency . AG 100 V, B0 Hz
Magnstic Fisld IEC 61000-4-8:2009 Conlln_uous Enclosure AC 120V, B0 Hz | 30 Aim
[ EN 61000-4-8:2010 operation moda AC 220V, B0 Hz | 50 Hz & 60 Hz
ty AC 230 V, 50 Hz
Battery 2.83 V
0% L&: 0.5 cycle
® 4ET Ont v -
s T sovs | K 15,0 5 10
IEC G1000-4-11: 2020 F T — AC 100V, 80 Hz 0% [J' T cyce
Voltage dips EN §1000-4-11:2004 operation mode AC Mains | AC 220V, 80 Hz and "
+A1:2017 AC 240V, S0 Hz 70 % U 25/30
AC 240V, 80 Hz "
cycles
Single phase: at 0*
AC 100V, 50 Hz
IEC G1000-4-11: 2020 . AC 100V, 80 Hz
Voltage | EN 61000-4-11:2004 Continuous AC Mains | AC 220V, 80 Hz | 0% Lf; 2501300 cycle
intemruptions operation mode

- I



Immunity to
proximity
magnetic fields

IEC 61000-4-30: 2017

Continuous
operation moda

Endlosure

AC 100V, 50 Hz
AC 100V, 60 Hz
AC 120V, 60 Hz
AC 220V, B0 Hz
AC 230V, 50 Hz
Battery 363V

0 kHz : 8 Alm

134.2 kHz : B5

Alm

13.56 MHz : 7.5 Afm

Electromagnetic immunity

The [Model name] 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 [Model name]. Otherwise, degradation of the performance of this equipment

could result.
Immunity test Band a) Service a) Modulation by | IEC60601 Compli-
test level ance level
Proximity fields | 380 - 390 MHz | TETRA 400 Pulse modula- |27 Vim 27 Vim
from tion b) 18Hz
RF wireless 430 —470 MHz | GMRS 460 FM c) 28 Vim 28V/m
Communica- FRS 460 +5 kHz
Lions deviation
IEC61000-4-3 1 kHz sine
704 — 787 MHz | LTE Bandl13, 17 Pulse modula- | 9V/im 9 Vim
tion b) 217 Hz
800 — 960 MHz | GSMRO00:900 Pulse modula- |28 Vim 28Vim
TETRA 800 tion b)
iDEN 820 18§ Hz
CDMA 850
LTE Band 5
1700 - 1990 GSM 1800 Pulse modula- | 28 Vim 28Vim
MHz CDMA 1900 tion b) 217 Hz
GSM 1900
DECT
LTE Band 1,2.4.25
UMTS
2400 - 2570 Bluetooth Pulse modula- | 28V/m 28Vim
MHz WLAN tion b) 217 Hz
802.11b/g/n
RFID 2450
LTE Band 7
5100 — 5800 WLAN 802.11a/n | Pulse modula- |9 V/m 9V/im
MHz tion b) 217 Hz

NOTE : If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting
antenna and the ME EQUIPMENT or ME SYSTEM may be reduced to 1lm. The 1m test distance is
permitted by IEC 61000-4-3.

a) For some services, only the uplink frequencies are included.

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

c) As an alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because while it
does not represent actual modulation, it would be worst case.




This device complies with Part 15 of the FCC Rules. Operation is subject to the following two

conditions:

(1) This device may not cause harmful interference, and (2) This device must accept any interference received, including
interference that may cause undesired operation.

NOTE: This product has been tested and found to comply with the limits for a Class B digital device, pursuant to Part 15 of the FCC
Rules. These limits are designed to provide reasonable protection against harmful interference in a residential installation. This
equipment generates, uses and can radiate radio frequency energy and, if not installed and used in accordance with the
instructions, may cause harmful interference to radio communications. However, there is no guarantee that interference will not
occur in a particular installation. If this equipment does cause harmful interference to radio or television reception, which can be
determined by turning the equipment off and on, the user is encouraged to try to correct the interference by one or more of the
following measures: —Reorient or relocate the receiving antenna. —Increase the separation between the equipment and receiver. —
Connect the equipment to an outlet on a circuit different from that to which the receiver is connected. —Consult the dealer or an
experienced radio/TV technician for help.

[47 CFR 15.21]Pursuant to Section 15.21 of the FCC rules, changes or modifications to a Product by the user that are not
expressly approved by the party responsible for compliance could void the user’s authority to operate the equipment. The device
meets the FCC Radio Frequency Emission Guidelines. Information on the product is on file with the FCC and can be found by
inputting such Product's FCC ID (which can be found on the device) into the FCC ID Search form available at
https://www.fcc.gov/oet/ea/fccid.

Product : Blood Pressure Monitor
Model : KOROT V2 Doctor

Input : OC 3.6 V

FCC ID : 2BAK8-V2DOCTOR

Frequency : 2 402 ~ 2 480 MHz (BLE)





