INSTRUCTIONS FOR USE

BioScan®

Software version 1.0

Medical Device Software (MDSW)

Document version: 1.0
Revision: 01

Date of issue: 2026-04-17

Manufacturer:

MEDDI hub a.s.

Na Florenci 2116/15

110 00 Praha 1 — Nové Mésto
Tel: 222 262 937

Email: info@meddi.com
www.meddi.com

“@ BioScan

© MEDDI hub a.s. All rights reserved


mailto:info@meddi.com

Instructions for use BioScan EN

Contents
Lo TEIMIS USCA ..vieneieeiiieiie ettt ettt et ettt ettt et e e abeessaeenbeessaeenseensseenseensseenseensseenns 3
2. Information about the Instructions for USE ............cceeviiriieiiiniienieeieenee e 5
2.1 Form of the Instructions fOr USE .........cceeeiiiiiiiiiiiiieceeeete e 5
2.2 How to Obtain a Printed Copy of the InStructions ...........ccceeeevveerieeenieeeeiee e, 5
3. SYMDOIS USEA.....iiiiiiiiiiiiic ettt s 5
4. INteNdEd PUIPOSE . .eeeneieiiieiieeieeeee ettt ettt et e st e et esate e beesabeebeesabeeseeenseesseesnseans 6
5. FUNCHONAIITIES ...ovveeiiieiieeiieeiie ettt ettt et e b e et essbeetaeesbeesbeessbeessneensaensneenns 6
6. INEENACA USEIS...ccuiiiiieiiieiieciie ettt et e et e et e e beessbeesaeesbeesseeesseenssesnsaensneanns 6
N €0 T £ 11 3 o) 4 1RSSR 6
8.  Contraindications or IMitations OF USE .......c..cecvuieeriiiieiiiieeiiie et 6
L N s (S {11 USRS 7
10. WATTINES ..ttt ettt ettt et e st et e s et e et e e sabeeseesabeenseeenbeessnesnseans 7
I11.  Additional information ...........c.eecuieriieiiienie ettt 8

12.  Description of the medical device, clinical benefit ~ and validated measurement

ACCUTACY +euutvteeeeuetteeeenuuteeesaaaeteeesaaeeeeeeansstaeesanssaeeseansseeeeassseeesassaeeesanssseeeesnsseeessansseeessansseaeennnnees 8
12.1  Description of the device and itS OULPULS .........eeecuiieeiiieeiieeciie e e 8
12.2  Clinical benefit of the medical deVice..........cooviiiiiiiiiiiiiii e 9
12.3  Validated measurement ACCUTACY .......cc.eeruueeriierieeiiieriieetieeteenteesreeseesnreenseesseenneeenne 9

13, INSEALLATION .ottt sttt 9
13.1  SyStemM FEQUITEINENLS ......eeeuvieiieeiieriieeteeniieeteeseeenteeseteeseessseeseesssaenseessseesseessseenseennns 9
13.2  Accessing the BioScan medical deViCe.........ccvvviiiiriiiiiciiieeieeeiee e 10
13.3  Identification of medical deVICE ........cccueriiiiiiiiiiiiiiiieeee e 10

14. Procedure for using the BioScan device .........cccceeeiieiciiieciiie e 11
14.1  Selection of measurement and input of data ............ccceverviiiiiiiniiniince 11
14.2  Preparation and correct execution of measurement ............ceceeeververerreerieneenennenn 12
14.3  Starting the MEASUTCMENT .........covieriierieeiieeieertee e erieeereerteeebeesseeebeesseesseesseesnseens 13
14.4  Displaying, saving and sharing of measurement results ...........ccocevveenieneinicnnnens 14
14.5  Alerts during measurement and interruption of measurement............cccceeeueeveenneene 16

15. Service and MAINTENANCE .......cccueeeiieiieiieeiee ettt ettt et e et sbeesbeenaee e 17
15.1  TroubleShOOtING .......coveriiiiiiriiiiiiieeiiee ettt 17

16.  Reporting a suspected Serious INCIAENT .........c.cecueeriieiiieniieiieeieeree e 19

17. Other technical problems, deficiencies, and complaints ............cccccceerieeriienieenieennnnnne. 21

18. Manufacturer and SUPPOTL .......eevvieriieiieiie ettt ettt eteeteeereeseaesbeestaeesseessseenseens 21

Instructions for use BioScan v1.0 rev.01 2



Instructions for use BioScan EN

1. Terms used

Algorithm: A set of computational procedures that BioScan uses to analyze optical signals obtained
from a short video recording of the face and to estimate the values of selected physiological
parameters.

Centering: A process in which the application guides the user to place their face in the center of the
marked frame.

Respiratory rate: Indicates the number of breaths per minute. The unit of measurement is
breaths/min.

elFU: Electronic instructions for use.

Fitzpatrick scale (phototypes) I-VI: A commonly used scale for describing skin phototypes, i.e., its
coloring and reaction to sunlight, divided into six grades from very light to very dark skin. In BioScan,
it serves to describe the representation of different skin phototypes during algorithm validation.

Glycated hemoglobin (HbAlc): An indicative marker of long-term blood glucose (glycemia) levels. It
indicates the average blood glucose level over the last 2-3 months based on the proportion of
hemoglobin to which glucose is bound. The unit of measurement is mmol/mol.

Hemoglobin: A protein contained in red blood cells that binds and carries oxygen from the lungs to
tissues and carbon dioxide from tissues back to the lungs. The unit of measurement is g/I.

Measurement history: A saved overview of previous measurement results available in the application
for retrospective viewing and comparison.

Error message: A message displayed by the application informing the user of a problem that prevents
the correct execution of a measurement or the functioning of the application.

Cardiovascular: Relating to the heart and blood vessels.

Blood pressure: A physiological parameter expressing the pressure that circulating blood exerts on the
walls of the arteries. Blood pressure is given in two values: systolic blood pressure (SYS), i.e., pressure
in the arteries during heart contraction (systole), and diastolic blood pressure (DIA), i.e., pressure in

the arteries during heart relaxation (diastole). The unit of measurement is mmHg.

Signal quality: A measure of the suitability of the captured optical signal for reliable evaluation of
physiological parameters.

MDR (Medical Device Regulation): Regulation (EU) 2017/745 of the European Parliament and of the
Council on medical devices, regulating the requirements for medical devices in the European Union.

MDSW (Medical Device Software): Software as a medical device — a designation that BioScan is
software regulated as a medical device according to applicable legislation (MDR).

MEDDI App: The mobile application through which the BioScan medical device is made available to
the user.

Measurement: The process of capturing and evaluating optical signals from the user's face for the
purpose of estimating physiological parameters through the BioScan application.
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Mobile device: A compatible electronic device (e.g., smartphone or tablet) on which the application is
operated.

Unassessable measurement: A measurement in which it was not possible to obtain high-enough
quality data for calculating results.

Adverse event: Any malfunction or deterioration in the characteristics or performance of a device
made available on the market, including use-error due to ergonomic features, as well as any
inadequacy in the information supplied by the manufacturer and any undesirable side-effect.

Operating system (0S): The basic software of a mobile device that ensures its functioning and enables
the application to run. BioScan is intended for compatible devices with the iOS or Android operating
system.

Measurement conditions: A set of requirements for the environment, user position, and technical
parameters of the device that must be met to achieve reliable results.

Reference range: A range of common values established based on a reference population.

rPPG (remote photoplethysmography): A non-contact method for measuring physiological
parameters that uses a camera to detect subtle color changes in the skin of the face caused by changes
in blood flow in the vessels during the cardiac cycle.

Software: The software equipment of a medical device. In the case of BioScan, it is software running
on a compatible mobile device that ensures the initiation and course of measurement, processing of
obtained data, and display of results.

Measurement reliability: A relative indicator of result quality expressing to what extent the result can
be considered trustworthy based on the analyzed data.

Stable lighting: Lighting that is uniform during measurement and does not significantly change its
intensity or color character.

SUKL: State Institute for Drug Control (Statni Ustav pro kontrolu 1é¢iv).

Pulse rate (heart rate): Indicates the number of heart contractions (beats) per minute. The unit of
measurement is beats/min.

Artificial intelligence (Al): Technology that allows software to recognize patterns in data and perform
automated analysis or estimates based on them.

User: A person who uses the BioScan application in accordance with its intended purpose.

Measurement result: The numerical value of a physiological parameter displayed by the BioScan
application after completion of the measurement, including any verbal and graphical expression
relative to the reference range.

Serious adverse event: An adverse event that directly or indirectly led, might have led, or may lead to
any of the following: the death of a patient, temporary or permanent deterioration in a state of health,
or a serious public health threat.

Serious public health threat: An event that may lead to an imminent risk of death, serious
deterioration in a state of health, or significant morbidity or mortality in a population.
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2. Information about the Instructions for Use

These instructions for use (hereinafter "instructions") are intended for users of the BioScan® medical
device (hereinafter "medical device", "device", or "application"). The instructions provide important
information on the safe and correct use of the medical device in accordance with its intended purpose.

Failure to familiarize oneself with these instructions may lead to incorrect use, inaccurate results, their
incorrect interpretation, and/or a reduction in the performance of the medical device.

2.1 Form of the Instructions for Use

The instructions for use are available in electronic form (elFU):
e Directly in the BioScan application at: https://www.meddiapp.com/bioscan-navod.pdf.
e Directly in the application under the Menu — More — BioScan Instructions for Use tab.
e On the manufacturer's websites: www.meddi.com or www.meddiapp.com.

A printed version of the instructions for use can be provided to the user upon request.

2.2 How to Obtain a Printed Copy of the Instructions
A printed copy of the instructions for use can be requested from the manufacturer via:

e Technical support email: support@meddi.com.
e The contact form on the manufacturer's website.

A printed copy will be provided free of charge and delivered no later than 7 calendar days after
receipt of the request.

3.Symbols used

Caution (Warning) — indicates a potentially dangerous situation associated with the use
& or reasonably foreseeable misuse of the system, which must be prevented as it could lead
to health hazards or other serious adverse effects.

d Manufacturer
’ i | Read the electronic instructions for use.

M D Medical Device

U DI Unique Device Identifier

the European Economic Area and meets EU legislative requirements.

@ Additional information for the user
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4. Intended purpose

BioScan is a medical device software intended for user-initiated, non-invasive self-measurement of
selected physiological parameters by laypersons using remote photoplethysmography (rPPG) via
compatible mobile devices equipped with a camera. The device provides outputs for health awareness
only and is intended to support personal self-monitoring of physiological parameters without clinical
interpretation. It is not intended to provide a diagnosis, to replace medical examinations or
professional medical advice, or to be used for clinical decision-making. The information provided may
encourage users to consult a qualified healthcare professional if they have health-related concerns. It
does not replace measurements obtained using clinically validated medical devices and/or methods
used as part of established standards of care and shall not be used as a substitute for such devices
and/or methods. The user is not intended to interpret or take clinical action based on the device output
without consultation with a qualified healthcare professional.

5. Functionalities

Measurement of physiological parameters: blood pressure (SYS — systolic blood pressure, DIA —
diastolic blood pressure), pulse rate, respiratory rate, hemoglobin (Hb), and glycated hemoglobin
(HbA1c).

6.Intended users

The BioScan medical device is intended for laypersons (adults aged 18 years and older).

7.Indications

BioScan is intended for non-contact, non-invasive self-measurement and personal monitoring of
selected physiological parameters in a non-clinical environment.

8. Contraindications or limitations of use

In the traditional sense, there are no known clinical contraindications for BioScan.

However, there are limitations of use that may reduce measurement reliability or cause the use of the
medical device to be unsuitable in certain situations, for certain users, or under certain environmental
conditions.

The following situations are considered contraindications or limitations of use:

e Inability to remain still during measurement, including persons with involuntary movements
or a limited ability to maintain a stable position (e.g., due to tremors or certain neurological
diseases).

e Obstruction of the face in the captured area (e.g., thick beard, heavy makeup, mask, glasses,
or medical covering), which may interfere with the capture of the optical signal.

e |nappropriate ambient lighting or direct light may distort the captured optical signal, thereby
affecting measurement accuracy.

e Significantly reduced skin perfusion (e.g., in cases of low blood pressure, shock, or
vasoconstriction), which may adversely affect the accuracy of the rPPG signal.

e Significant skin changes or atypical pigmentation in the facial area (e.g., extensive
hemangiomas, burns, implants, fillers, or tattoos), which may interfere with the capture of the
optical signal and reduce measurement accuracy.
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e Use during rapidly changing physiological states (e.g., during or immediately after intense
physical activity), which may lead to transient instability of the measured parameters and
reduce measurement accuracy.

e Use in environments with excessive movement or vibration (e.g., in moving vehicles, while
walking, or if the device is held by hand without stabilization), which may disrupt signal stability
and reduce measurement accuracy.

e Use under lighting conditions causing flickering (fluctuation) of light, reflections, or glare (e.g.,
strong backlight or direct sunlight), which may interfere with the capture of the optical signal
and reduce measurement accuracy.

e Pouziti na mobilnich zafizenich s nizkym rozliSenim kamery, nestabilni snimkovou frekvenci
nebo bez funkce automatického ostfeni maze ovlivnit kvalitu snimaného signalu a spolehlivost
méreni.

e Use on mobile devices with low camera resolution, unstable frame rates, or without an
autofocus function may affect the quality of the captured signal and measurement reliability.

e Use in persons with a skin tone or skin condition where the optical signal cannot be
sufficiently captured in the red, green, and blue components (RGB). Although the algorithm
has been validated across Fitzpatrick phototypes I-VI, the representation of the darkest skin
tones was limited; therefore, the performance of the device in these subgroups may vary.

e Vykonnost prostfedku byla validovana pouze pro nize uvedena referencni rozmezi jednotlivych
fyziologickych parametri na prislusnych operacnich systémech (iOS, Android); tato rozmezi se
mohou podle operacniho systému lisit. PouZiti mimo tato validovand rozmezi muizZe sniZit
presnost méreni:

e The performance of the device has been validated only for the reference ranges of individual
physiological parameters listed below on the respective operating systems (iOS, Android);
these ranges may vary according to the operating system. Use outside of these validated
ranges may reduce measurement accuracy:

Pulse rate: 50.0-115.0 beats/min (i0S), 50.0-117.0 beats/min (Android)
Respiratory rate: 8.0-28.0 breaths/min (iOS and Android)

Systolic blood pressure (SYS): 100.0-160.0 mmHg (iOS and Android).
Diastolic blood pressure (DIA): 60.0-100.0 mmHg (iOS and Android).
Hemoglobin (Hb): 100.0-170.0 g/I (i0S), 100.0-160.0 g/I (Android).
Glycated hemoglobin (HbAlc): 20—64 mmol/mol (i0S and Android).

O O O O O O

The performance of the device outside of these validated ranges has not been established
and is not declared by the manufacturer.

e Use in a clinical environment where continuous or high-precision monitoring of physiological

parameters is required is not suitable, as certified medical devices of at least Class Ila are
intended for such use.

9.Side effects

BioScan is a software medical device that does not come into physical contact with the user. Therefore,
the risk of any physical side effects associated with the use of the device can be excluded.

10. Warnings

BioScan is intended exclusively for lay users for self-measurement and personal monitoring of
selected physiological parameters in a non-clinical environment.

Instructions for use BioScan v1.0 rev.01 7



Instructions for use BioScan EN

The medical device does not provide a diagnosis and must not be used for clinical decision-
making, for guiding treatment, or as a substitute for a professional medical examination.

Measurements obtained outside the validated physiological reference ranges may be
inaccurate or unreliable.

BioScan may, in some cases, provide incorrect or inaccurate results. The application does not
guarantee the accuracy of measurement declared by the manufacturer under all
conditions. Performance may be influenced by factors such as user movement, lighting, facial
obstruction, and the device's technical parameters. In case of health concerns, consult a
qualified healthcare professional.

Failure to comply with the instructions for use may lead to inaccurate measurement results,
incorrect interpretation of results, or reduced application performance.

> B> BB

11. Additional information

e  BioScan utilizes artificial intelligence (Al) to process and analyze optical signals.

e  Users must not share their login credentials (username, password, or access tokens) with other
persons under any circumstances. Sharing login credentials may compromise the integrity,
confidentiality, and traceability of personal data and measurement results.

12. Description of the medical device, clinical benefit
and validated measurement accuracy

12.1  Description of the device and its outputs

BioScanis a Class | software medical device. It enables non-contact and non-invasive self-
measurement of selected physiological parameters from a short video recording of the face captured
by the front camera of a compatible mobile device. Measurement is based on the remote
photoplethysmography (rPPG) method. To analyze optical signals and estimate the values of selected
physiological parameters, BioScan uses an algorithm based on computer vision methods, signal
processing, and artificial intelligence, specifically on pre-trained machine learning models. These
models do not learn further or update themselves independently during operation. Outputs are
intended only to support personal health awareness and to support personal monitoring of
physiological parameters without clinical interpretation. The device is not intended for establishing a
diagnosis or for clinical decision-making.

Outputs from BioScan:

e  Blood pressure in mmHg

e  Pulse rate in beats per minute (beats/min)

e  Respiratory rate in breaths per minute (breaths/min)
e  Hemoglobin in g/l

e  Glycated hemoglobin (HbA1c) in mmol/mol

Measurement time: A measurement under recommended conditions usually takes less than 1
minute.

Instructions for use BioScan v1.0 rev.01 8
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12.2 Clinical benefit of the medical device

The clinical benefit of BioScan within its intended purpose lies in allowing lay users to personally
monitor selected physiological parameters and supporting personal health awareness. This benefit is
achieved by the device providing accessible and sufficiently accurate measurement outputs of selected
physiological parameters obtained from user-initiated, non-contact, and non-invasive self-
measurement based on the rPPG method using compatible mobile devices.

The declared clinical benefit of the device applies only within the limits of its intended purpose and
under the conditions and limitations of use stated in these instructions. For all evaluated physiological
parameters (within clinical performance validation studies), the required accuracy was achieved.

12.3  Validated measurement accuracy

The table below summarizes the validated measurement accuracy using BioScan for individual
physiological parameters within their validated measurement ranges; these ranges may vary
depending on the operating system (iOS, Android). The stated data apply under the recommended
conditions of use specified in these instructions for use. The device's performance outside the specified
ranges and established measurement conditions has not been validated and is not declared by the
manufacturer.

Méreny parametr Validovana Pozadované Validované rozmezi méreni
presnost presnosti méreni podle operacniho systému
méreni bylo dosaZeno u

iOS: 50,0-115,0 beats/min;
Android: 50,0-117,0 beats/min
iOS and Android: 8,0-28,0

Pulse rate . 99,8 % measurements
* 3 beats/min

. + . o
Respiratory rate t 3 breaths/min | 95,9 % measurements breaths/min
iOS and Android: 100,0-160,0
Systolic blood pressure + 15 mmHg 87,9 % measurements |mm|a_|r; ndrol ’ ’
Diastolic blood pressure +10 mmHg 82,9 % measurements ::;Iz:r;d Android: 60,0-100,0
. i0S: 100,0-170,0 g/I;
+ 0,
Hemoglobin (Hb) +15 g/l 79,4 % measurements Android: 100,0-160,0 g/I
Glycated hemoglobin approximately iOS and Android: approximately

73,3 % measurements

(HbA1c) +12 mmol/mol 20-64 mmol/mol

13. Installation

13.1  System requirements
BioScan is a software medical device intended for use on commonly available mobile devices that meet

the following minimum system requirements:

Operating system: iOS (version 13.0 or newer) and Android (version 10.0 or newer) on devices officially
supported by Apple or Google.

Device computing power: The device must have sufficient performance to ensure stable video capture
at a frequency of at least 30 frames per second (fps) while simultaneously processing data using

artificial intelligence algorithms.

Front camera: The device must be equipped with an integrated front camera for capturing the user's
face. The minimum required parameters are a resolution of 1080p at 30 frames per second (fps). Lower

Instructions for use BioScan v1.0 rev.01 9
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resolutions (e.g., 720p) have not been validated and may not ensure correct measurement
functionality. Devices that do not meet these parameters may provide inaccurate or incomplete
results.

RAM: At least 3 GB of RAM is recommended to ensure the smooth running of the application and
stability during measurement.

Battery status: A minimum of 20% battery capacity is required to ensure an uninterrupted
measurement process.

Power saving mode: Energy saving mode must be turned off during measurement to avoid limiting
device performance (e.g., reducing processor performance or camera frame rate).

Camera condition: The camera must be clean, undamaged, and unobstructed to correctly capture the
signal.

Internet connection: A functional internet connection is required for the BioScan medical device to
work correctly.

13.2  Accessing the BioScan medical device

BioScan is available only within the MEDDI App (or partner applications based on the MEDDI App
technology solution) and cannot be used independently. Before the first use, it is necessary to install
the MEDDI App from an official distribution channel (App Store or Google Play) and create a user
account through the registration process or log in. After registration and logging in, the user has access
to the BioScan medical device. BioScan is accessible on the application's home screen in two ways: via
the large BioScan tile at the top of the screen or via the smaller BioScan tile in the Quick Actions section.

BioScan®

Zdravotnicky prostfedek
tidy 1.

Zahdjit méfeni

Rychlé akce

BioScan®
Uvolnéte se a

Zdravotnicky spojit s lékafem
prostredek tfidy | relaxujte POl

= (S
Figure 1: Access to the BioScan device from the MEDDI App home screen — large tile at the top of the screen and
a smaller tile in the Quick Actions section.

13.3 Identification of medical device

The medical device label is displayed on the BioScan home screen. This label contains the device name,
manufacturer details, UDI, software version, and a link to the current instructions for use.

Instructions for use BioScan v1.0 rev.01 10
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Podrobnosti nutné pro identifikaci
prostiedku

MEDDI hub a.s.
Na Florenci 2116/15, 110 00 Praho
Ceska republika
RRRR-MM-DD
(01MARARAAAAAARA1)X.Y.Z

c € Varze software X.Y
A\ [

Navod k pouZiti BioScan

Pokracovat >

Figure 2: BioScan home screen with the medical device label.

More detailed information on the medical device label markings:

e YYYY-MM-DD - the release date of the BioScan medical device version X.Y.
e UDI - Unique Device Identifier, which consists of UDI-DI and UDI-PI parts.

o (01)... - UDI-DI, device identifier, specific to the given manufacturer and device.

o (21)...— UDI-PI, device production identifier; for BioScan, this represents the
identification of the specific software version, including sub-versions.

14. Procedure for using the BioScan device

14.1  Selection of measurement and input of data

After displaying the identification label of the medical device, press the [Continue] button. The
following screen displays an overview of the health indicators that can be measured using the BioScan
device. To start the measurement, press the [Start BioScan] button. Before starting the measurement,
you will be prompted to complete the data required for the measurement. First, choose whether you
are performing the measurement yourself [Yes, | am measuring myself] or if it is another person [No,
someone else]. If you choose the option [Yes, | am measuring myself], enter your current body weight
and save the data with the [Save] button. If you choose the option [No, someone else], enter the
current body weight, age, and gender of the person being measured and save the data with

the [Save] button.

Instructions for use BioScan v1.0 rev.01
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BioScan Vam umozni zméfit tyto
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Tepova frekvence
Dechova frekvence

Hemoglobin

Glykovany hemoglobin

© < < < <<

Spustit BioScan

BioScan historie méfen:

Pro zahéjeni méreni doplrite potiebné
Gdaje

B
)
&

\

L

A\

Méfite BioScanem sebe?

® Ano, m&fim sebe Ne, nékoho jiného

Zadeijte svoji aktualni vahu. Tato hodnota
je dulezita pro presnost méfeni zdravotnich
ukazateld.

kg
© Tento adaj neni nikam uklGdan, slouzi pouze

pro Gcéely tohoto méfeni.

UloZit

v

Pro zahdjeni méfeni dopliite potfebné
udaje

Zayrit

mMerie sios>canerm seoper

Ano, méfim sebe @ Ne, nékoho jiného

Zadejte aktualni vahu méfené osoby. Tato
hodnota je dulezitd pro presnost méreni
2dravotnich ukazatell.

kg

Vék méiené osoby

Pohlavi méiené osoby
Vyberte v

® Tyto Gdaje nejsou nikam ukladany, slouzi
y! ) ) Y
pouze pro (¢ely tohoto méfeni.
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Figure 3: Overview of measured parameters and input of data before starting the measurement.

14.2

Preparation and correct execution of measurement

Before starting the measurement, read the instructions displayed in the application ("How to measure

correctly") and follow them.

To perform the measurement correctly, observe the following conditions:

e Remain in a resting state for at least 2—3 minutes before the measurement.
e Perform the measurement while seated, with your feet placed freely on the floor.
e Place the mobile device in a stable position; it is recommended to lean it against a solid support

or use a stand.

¢ The mobile device's battery must be charged to at least 20%.

e Power saving mode must not be turned on in the device during the measurement.

e The front camera must be clean, undamaged, and must not be covered.

e The face must be uncovered and fully visible (without covering, shadows, or heavy make-up).

e Look into the front camera of the mobile device throughout the entire measurement.

e Keep your face within the marked frame on the display.

e Keep your face at a distance of approximately 20-40 cm from the camera.

e Do not speak, move your head, or change your facial expression during the measurement.

e Perform the measurement in an environment with stable lighting (for the best result, it is
suitable to sit under a single source of cool white light).

e There must be no direct sunlight, flickering lighting, colored lighting, or multiple simultaneous
light sources at the measurement site.

e Avoid movement in the background and reflective surfaces, such as mirrors or glass.

Instructions for use BioScan v1.0 rev.01
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Failure to comply with these conditions may reduce the quality of the captured signal and affect the

accuracy of the measurement results.

Jak se spravné zméfit

%

Spravna poloha obliceje pred kamerou

Po celou dobu méreni se divejte do predni
(selfie) kamery, obliej udrzujte vodorovné
v modrém radmecku na displeji telefonu.
Vzddlenost obliceje od kamery, by méla byt
zhruba 30 cm.

® O O 0O

Pokracovat

Jak se spravné zmérit

el

Optimalni osvétleni pro pfesné méfeni
B&hem méreni musi byt vas oblicej
rovnomérné osvétlen. Vyhnéte se pfimému
sluneénimu svitu. Pro nejlepsi vysledek je
vhodné sedét pod jednim zdrojem
studeného bilého svétla. Kamera nesmi byt
vystavena pfimému svétlu prichdzejicimu z
pozadi.

O @ O OO

Pokracovat

Figure 4: Examples of the "How to measure correctly" instructions displayed in the application before starting
the measurement.

14.3

Starting the measurement

After reading the "How to measure correctly" instructions, a screen will appear prompting you to start

the measurement.

To start the measurement, press the [Start measurement] button.

Jste pfipraveni zagit s méfenim? Zaviit

1

)

.
-

Béhem méreni se divejte do kamery,
snazte se nepohybovat o¢ima,
minimalizujte chvéni. Méfeni bude
trvat zhruba 60 sekund.

Spustit méfeni

Figure 5: Starting the measurement.

After starting the measurement, a screen will be displayed showing a preview from the front camera,

a marked frame for face placement, and a continuously updated percentage of the measurement's
completion.

Instructions for use BioScan v1.0 rev.01 13



Instructions for use BioScan EN

37%

Figure 6: Measurement progress — preview from the front camera with a marked frame for face placement and
the continuously displayed percentage of measurement completion.

During measurement, BioScan automatically verifies key measurement conditions, particularly the
correct placement of the face within the marked frame, its distance from the camera, movement
restriction, and the quality of the captured signal. If measurement conditions are not met, the user
may be prompted to adjust the position/conditions or to repeat the measurement (see Chapter 14.5).

14.4  Displaying, saving and sharing of measurement
results

Presentation of outputs: Upon completion of the measurement, the BioScan application displays each
measured physiological parameter in a standardized form, which includes a numerical value with a
unit specific to the given parameter and a neutral descriptive label (“lower”, “normal”, “higher”)
derived from pre-determined reference ranges. A color-coded scale with a position indicator visually
illustrates where the value is located relative to the relevant reference range.

Measurement reliability level: For selected parameters, specifically pulse rate and respiratory rate,
the measurement reliability level is additionally displayed in the form of a scale (low, medium, high),
supplemented by a sliding indicator expressing the relative reliability of the result. The application is
designed so that results with a “low” or “unknown” reliability level are not presented as valid outputs;
in such a case, the user is prompted to repeat the measurement.

Educational information: For individual parameters, a brief explanation of the parameter and, where
relevant, an overview of common ranges or categories of values in the general population can
optionally be displayed. This information serves only for a general understanding of the result, does
not represent a clinical interpretation, is not tailored to a specific user or a specific measurement
result, and does not replace consultation with a qualified healthcare professional.

Instructions for use BioScan v1.0 rev.01 14



Instructions for use BioScan

BioScan

Krevni tlak

ws T5[/75 on

Hodnota fyziologického

iad;

L . usj

mmHg
N Py
f % ‘
. ll 5 B - 75 L Neutralni popisné oznaéeni
(i) mmig Normailni Lt - ( * no'rmétni, )
odvozené z predem
stanovenych referenénich
rozmezi daného parametru.
Tepova fr Dech
Barevné odliSena stupnice
4 = » s ukazatelem polohy
Y 4 % & %}‘ vizulné znazorfiuje, kde se
b ' ) 5
- 90 - b 15 . hodnota nachazi vzhledem k
tepl/min dechi/min prislusnému referenénimu
rozmezi
o Normailni o Normalni
Pfesnost meéfeni = Presnost méreni 5 Uroveii spolehlivosti
e e meéfeni pro tepovou a
dechovou frekvenci
(nizka, stfedni, vysoka)
Hemoglobin (Hb) Glykovany hemoglobin
(HbAIC)
/?‘,t"‘ %k\ ’ig\ —  Sdileni vysledkd
¥ 1470 % 36.2 ¥
gll mmol/mol
(5 ) Normalni @, Narmalni » Edukaéniinformace

Figure 7: Standardized presentation of measurement outputs in the BioScan application.

e Saving results (reports): All measurement results are stored in the application, allowing the user
to view previous measurements.

e Sharing results: The BioScan application allows users to share selected measurement results via a
secure messaging function integrated into the mobile phone. This function allows measurement

results to be shared in a structured format for informative purposes.

< zpét

BioScan historie méreni

Nova zpréva X

12.04.2026 16:08 Komu
Méfeni jiné osoby
Krevni tiok N4 /76 mmHg
Tepova frekvence 80 tepi/min
Parametry naméfené
Dechova frekvence 1l dechd/min zdravotnickym prostfedkem
BioScan (rizikova tfida I.) u
Zobrazit vice v uZivatele Testovaci Pacient jsou:
Krevni tlak: 112 / 71 mmHg,
10.04.2026 Tepova frekvence: 80 tep(/min,
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10.04.2026 14:08 min'
Hemoglobin (Hb): 123.0 g/l
Krevni tlak 126 / 80 mmHg Glykovany hemoglobin (HbA1c):
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Figure 8: Measurement history and sharing of results.
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14.5  Alerts during measurement and interruption of
measurement

Alerts during measurement:

During measurement, BioScan may display alerts if the conditions required for correct measurement
execution and obtaining a signal of sufficient quality are not met. These alerts serve to allow the user
to adjust the position of the face, the position or orientation of the mobile device, or environmental
conditions (lighting) while the measurement is in progress.

During the measurement, BioScan automatically evaluates, in particular, the correct placement of the
face within the marked frame, the distance of the face from the camera, head and facial movement,
the orientation of the mobile device, and the quality of the captured signal. If any of these conditions
are not met, the application displays a corresponding alert.

Typical alerts during measurement include, for example:

Zlepsete osvétleni hlavy

Obli¢ej nelze detekovat
Divejte se pfimo do kamery

Nepodporované otoéeni zafizeni

Figure 9: Examples of alerts during measurement.

If any of these alerts appear, follow the instructions on the screen and adjust the measurement
conditions. If it is not possible to ensure sufficient quality of the captured signal, the measurement
may be interrupted or evaluated as invalid. In such a case, the application will display information
about the unsuccessful measurement and recommendations for repeating it.

Interruption of measurement
The measurement may be interrupted if, even after an alert is displayed, the conditions required for
correct measurement execution and obtaining a captured signal of sufficient quality cannot be

ensured, or if a technical problem occurs with the mobile device or the application.

In such a case, the application will display information about the interrupted measurement and
recommendations for repeating it.
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Méfeni preruseno

Obli¢ej nebyl detekovan.
Prosim zopakujte méfeni a dodriujte

doporuceni pro pouZiti funkce
BioScan.

Méfeni pferusenc

Z technickych dlvodi bylo méfeni
pferuseno.

Prosim zopakujte méfeni a dodriujte
doporué&eni pro pougiti funkce
BioScan.

Méfeni pferuseno

Kamera neposkytuje poiadované
rozlieni. PouZijte jiné zafizeni.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro pouZiti funkce
BioScan.

o

Méfeni pferuseno

Zjisténa porucha s nahravanim
snimku v prib&hu méfeni. Zaviete
ostatni aplikace.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro pouziti funkce
BioScan.

Méfeni preruseno

Baterie je pod 20 %. Pfipojte zafizeni k
nabijecce.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro pouziti funkce
BioScan.

Méreni preruseno

Zafizeni je v reZimu nizké spotfeby.
Vypnéte tento reim nebo zafizeni
nabijte.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro pouziti funkce
BioScan.

c

Méreni preruseno

Zafizeni nema podporovanou
kameru. PouZijte jiné zafizeni.

Prosim zopakujte méfeni a dodriujte
doporuceni pro poutiti funkce
BioScan.

Méfeni pferuseno

Kamera je pouzivana jinou aplikaci.
Zavfete ostatni aplikace.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro pouZiti funkce
BioScan.

Méfeni pferuseno

Verze operaéniho systému Android
je pfilis stard. Aktualizujte verzi
operaéniho systému.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro poutziti funkce
BioScan.

Méfeni pferuseno

Bez pfipojeni k internetu. Zkontrolujte
pfipojeni a zkuste to znovu.

Prosim zopakujte méfeni a dodriujte
doporuéeni pro poutiti funkce
BioScan.

Figure 10: Examples of messages during measurement interruption.

15. Service and maintenance

The BioScan module does not allow for independent servicing by the user. If any such service is
required, MEDDI hub a.s. will release an updated version of the application.

15.1

Troubleshooting

Try the quick steps below first. If the problem persists, see the Contact and Support section.

1) App cannot be installed/opened

Quick check

Verify that your device and OS are supported (see System Requirements).
Check for sufficient free space and a stable internet connection.
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e Restart the device and try again.

If it still doesn't work
e Update the device OS to a supported version.
e Reinstall the app only from the official store (App Store/Google Play).

2) Cannot log in / forgotten password
Quick check
e Verify the accuracy of the email and password.
e Turn off CAPS LOCK and try again.
Reset
e Tap on "Forgotten Password" and follow the instructions sent to your email.
e If email not received, check your spam folder or try again in 15 minutes.

3) No internet connection / synchronization failed

Quick check
e Switch between Wi-Fi and mobile data.

If it still doesn't sync
e Re-link the data source (log out/log in at the provider).
e Check the provider's service status.

4) Measurement failed
Quick check
e Follow the on-screen instructions; remain calm and quiet.
¢ Remove the phone case if it blocks sensors; clean the camera/sensor lens.
e Ensure good lighting and sufficient battery (> 20 %).
Try again
e Close other applications using the camera/sensors.
e Restart the app and repeat the measurement.

Still not working
e Check system requirements (the device/OS may not be supported).
e Contact support with the error code or a screenshot.

5) Results look incorrect / Do not match how you feel
e Results are informative only. If they do not match your symptoms, trust your own judgment.
e Repeat the measurement under appropriate conditions and ensure data is up to date.
e In case of long-term issues or unusual results, contact a healthcare professional.

Symptoms requiring immediate medical attention? Call 155 (or 112) or your doctor. Do not rely on
the application.

6) Notifications are not working
e Quick check
e Enable notifications in Device Settings - Notifications - MEDDI App.
e Keep the app updated and allow background activity/data usage.

Instructions for use BioScan v1.0 rev.01 18



Instructions for use BioScan EN

7) App is slow / Crashes
e Check free space and close demanding applications.
e Restart the device.
e Update the app to the latest version.

If the problem persists, contact support and provide: device model, OS version, app version, and a
description of the situation.

8) Cannot find IFU / Product information (About the app)
e In-app: BioScan tile
e Web version: https://www.meddiapp.com/bioscan-navod.pdf

e Pokud chybi, aktualizujte aplikaci na nejnovéjsi verzi.
¢ Ifinformation is missing, update the app to the latest version.

Common Error messages (examples)
e ,Network error “ > Check internet/Wi-Fi and tap on ,, Try again®“.
e ,Unsupported device/OS” = See system requirements, update the OS..
e ,Camerais not available “ = Close other apps and alow camera access.
e Insufficient storage “ - Free up space and try again.

Contact and support
e Support E-mail: support@meddi.com
e Operating hours / Response: 24 hours

Please provide: App version (found in "About"), device model, OS version, screenshots, time of the
issue, steps to reproduce it, and any error codes.

Data and Privacy notes
e Do not share your password or verification codes.

e If you suspect unauthorized access, change your password and contact support immediately.
e See the Privacy Policy and Terms of Use for more information.

16. Reporting a suspected serious incident

Any suspected serious incident that has occurred, or could have occurred, in connection with the use
of the BioScan application must be reported without undue delay to MEDDI hub a.s.as the
manufacturer of the medical device.

A suspected serious incident may also be reported to the competent authority of the Member State in
which the user is established. In the Czech Republic, this authority is the State Institute for Drug Control
(SUKL).

What is considered a serious incident?

A serious incident is an incident that directly or indirectly led, might have led, or might lead to any of
the following consequences:
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e Death of a user or another person,

e Temporary or permanent serious deterioration of the state of health of a user or another
person,

e Aserious public health threat.

What to do immediately?

e If the situation is urgent, call 155 (or 112) or contact your doctor immediately.

e Stop using the application until you are certain that it is safe to continue its use.

e If possible, record important information about the incident, such as the time, circumstances,
error messages, or take screenshots.

e Report the incident to the medical device manufacturer or to SUKL (State Institute for Drug
Control).

How to report a suspected serious incident to the manufacturer (MEDDI hub a.s.)
e In-app: Menu = Help = Report a problem

e Email: support@meddi.com
e Web form: www.meddi.com/cz/kontakt

In the report, if possible, include:

e Your name and contact details,

e The date and time of the incident,

o A brief description of what happened,

e Information on your actions in the application immediately prior to the incident,

e Application version (Menu - About the app), device model, and operating system (OS)
version,

e Any error message or code,

e Screenshots or other available documentation.

e |f medical care was provided in connection with the suspected serious incident, please state
this fact; if the outcome or consequence of the event is known, provide it to the extent
necessary.

We will evaluate your report and, if necessary, may contact you for additional information.

Quick email template (you can copy/paste)
Subject: Reporting a suspected serious incident — MEDDI BioScan — date: [DD/MM/YYYY] / time:
[HH:MM]

Text:

Name and contact: ...

App version (Menu = About the app): ...

Device and OS: ...

What happened (briefly): ...

Steps leading to the issue: ...

Was there an injury / did you seek medical care?: ...
Screenshots attached: Yes/No

Connected devices/data sources: ...

Reporting a suspected serious incident to the State Institute for Drug Control (SUKL)
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You may also report a suspected serious incident to the State Institute for Drug Control (SUKL).
Information regarding the content of the report, the method of submission, and a reporting form for
patients are available on the SUKL website. Reports can be submitted via data box, email, or post.

17.0ther technical problems, deficiencies, and
complaints

If you encounter a technical problem, error, ambiguity, or other deficiency while using the application
that is not related to a suspected serious incident, please report it to the manufacturer. This may
include, for example:

e Malfunctioning of the application or crashes,

e Problems starting, performing, or completing measurements,

e Problems displaying, saving, or viewing the history of results,

e Error messages or unexpected application behavior,

e Unclear, incorrect, or missing information in the application or instructions for use,

e Problems with the application's access to device functions required for its correct operation.

18. Manufacturer and support

Manufacturer

Name: MEDDI hub a.s.

Address: Na Florenci 2116/15, 110 00 Praha 1 — Nové Mésto
Web: www.meddi.com

Contact: info@meddi.com / phone 00420 603 807 777

Support
e E-mail: support@meddi.com

e Operating hours / Response time: 24/7 / response within 48 hours.

e Reporting suspected serious incidents and other technical problems: In the application: Menu
-> Help - Report a problém

e Public URL/QR for elFU: https://www.meddiapp.com/bioscan-navod.pdf
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