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1 About these operating instructions

Please note the following points when using the product and this user manual:

The product can only be used, operated and maintained properly and safely with the help of this
user manual.

This user manual refers only to the product indicated on the cover sheet.
We reserve the right to change this user manual due to further technical developments.

The operator must ensure that the user manual is read and understood by all persons concerned
prior to work.

The chapter on Safety (cf. chapter 3 Safety) provides an overview of all important safety aspects
for the protection of personnel and the safe operation of the product.

The manufacturer is not liable for any damage resulting from non-compliance with this user
manual.

Reprints, translations and reproductions in any form, including excerpts, require the written
consent of the publisher.

Copyright belongs to the manufacturer.

Safety incidents occurring in connection with the product must be reported to the manufacturer
and the competent authority of the respective country in which the operator is established.

The development and production of all products of FotoFinder Systems GmbH is carried out in
accordance with the current 1ISO 13485 standards.
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1.1 Related documents

The following associated documents are relevant for the use of the product and these operating
instructions:

B EU Declaration of Conformity
B Hardware instructions for use

1.2 Explanation of the symbols

Symbols in the software:
Contact

Em Electronic user manual

elFU indicator

Manufacturer

CE mark

c Emza
MD

Medical device

Unique Device Identification

UDI

Country of origin / Date of manufacture-

DE

U K UK Conformity Assessed
Person responsible for UK: FotoFinder Systems Ltd., 100 Addison Road, W148DD London, United

C n Kingdom

Indicates the Swiss representative:
| cH [REP|  Johner Medical Schweiz GmbH, Tafelstattstrasse 13a, 6415 Arth, Switzerland

2 Installation, updates and uninstalling

The FotoFinder Hub is a web-based application. Installation or updates by the user are therefore not
necessary.
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3 Safety

3.1 Adherence to the operating instructions

ATTENTION

This manual including the safety instructions refer exclusively to the software. The additional
safety instructions described in the separate manuals for FotoFinder systems (hardware and
software) are essential and must be followed!

@NOTE

Every person working on the system must have read and understood this user manual and in
particular the chapter on safety.

B Knowledge of and compliance with these contents are the prerequisite for protecting users and
patients from hazards and avoiding user errors.
Itis therefore imperative that all safety instructions are followed; compliance with these
instructions is for your own safety.

B  Theuser manual is a component of the product. The user manual must be read and understood
by all personnel and always observed when working. If the contents of this user manual leaves
any questions unanswered or incomprehensible, please contact the manufacturer immediately.

B Inaddition, these rules and regulations can be supplemented by user manuals to take into
account internal in-house regulations or special operational features.

B Inaddition to this user manual, in-house instruction must be provided, taking into account the
technical qualifications of the respective persons.

B The operator's safety regulations are not superseded by the manufacturer's documentation as
component of the product, but shall have priority.

3.2 Intended use

FotoFinder Hub is a cloud-based image storage platform for mobile dermatoscopes. The purpose of
FotoFinder Hub is to store and display images, patient information and analysis results. FotoFinder
Hub is intended for the documentation of microscopic and macroscopic images of the intact human
skin and to visualize skin changes over time. The FotoFinder Hub is not intended to provide a
diagnosis, as it is the responsibility of the physician. FotoFinder Hub is intended to communicate with
other FotoFinder software and exchange data. The FotoFinder Hub is intended to administer
subscription and user management.
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3.3 User groups

The following target groups with necessary qualifications may work with the application:
Target group Qualification Permitted work in the application
Doctor Professional qualification as a doctor ~ _ FotoFinder Hub registration

- Full range of app features, incl.
Al Score request

Medical staff Trained and instructed, as well as - Areas of application according to
professionally qualified by a the intended use (cf. chapter 3.2
completed professional training in the Intended use) with the exception
medical field of

B FotoFinder Hub registration

M Artificial Intelligence (Al Score)
request

M Request second opinion service
(Second Opinion)

The application may only be used by physicians or healthcare professionals trained in the clinical
diagnosis of skin cancer or other skin diseases.

3.4 Patient population

The software can be used to treat patients who fulfil the following criteria:

Indications

Patients with skin lesions, moles in general
Patients with multiple naevus syndrome
Patients with generalised skin inflammation
Patients with psoriasis vulgaris

Patients suffering from scalp-related disorders

Mental illnesses

B  Norestrictions

Physical prerequisites

B  The parts of the body / lesions to be examined must be free of open wounds or injuries.

B The parts of the body / lesions to be examined must not be located in body orifices or mucous
membranes.

The intended patient population includes patients regardless of demographic factors (e.g. sex, age,
occupation), physical factors (e.g. height, weight, strength) or social, religious and cultural
background. It is possible to document different skin types within the FotoFinder software.
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3.5 Indications and contraindications

Indications

ICD Code
L57

C44
L82
D48
D18
L98
L81
C43
D03
D03
C43
C43
C43
C43
C43
C43
C43
D22
D22
D22
D22
D22
D22
D22
D22
L81
L81
L81
L81
L82
L82
D23
D04.9
L40
L43
D36
L85
C80
L63
L64

Description

Actinic keratosis

Basal cell carcinoma

Benign lichenoid keratosis

Atypical nevus

Hemangioma

Hemorrhage

Lentigo simplex

Malignant melanoma

Malignant melanoma in situ
Lentigo maligna

Lentigo maligna melanoma
Superficial spreading malignant melanoma
Nodular malignant melanoma
Acrolentiginous malignant melanoma
Amelanotic malignant melanoma
Desmoplastic malignant melanoma
Malignant melanoma, not further classified
Melanocytic nevus

Papillary melanocytic nevus

Acral melanocytic nevus

Blue nevus

Spindle-cell nevus

Spitz nevus

Halo nevus

Melanocytic nevus with congenital part
Naevus spilus

Lentigo simplex

Agminated melanocytic nevus
Irritated seborrheic keratosis
Seborrheic keratosis

Lentigo solaris/senilis
Dermatofibroma

Bowen’s Disease

Psoriasis

Lichen ruber planus

Benign neoplasm
Keratoakanthoma

Spinocellular Carcinoma

Alopecia areata

Alopecia androgenetica




L66 Scarred alopecia

B35.0 Tinea barbae and tinea capitis

F63.3 Trichotillomania

L21 Seborrhoeic dermatitis

L63.0 Alopecia (capitis) totalis

L63.1 Alopecia universalis

L63.2 Ophiasis

L65.0 Telogen effluvium

L65.1 Anagen effluvium

L65.2 Alopecia mucinosa

L66.0 Pseudopelade

L66.1 Lichen planopilaris

L66.2 Folliculitis decalvans

L66.3 Perifolliculitis capitis abscedens (dissecting cellulitis)

L66.4 Folliculitis ulerythematosa reticulata

L66.9 Cicatricial alopecia, unspecified

L67 Hair colour and hair shaft abnormalities

L67.0 Trichorrhexis nodosa

L93.0 Discoid lupus erythematosus

Q84.0 Congenital alopecia

Q84 Other congenital malformations of integument

Q84.8 Other specified congenital malformations of integument (Aplasia
cutis congenita)

C44.92 Squamous cell carcinoma

Abb. 1. Indications
Contraindications

The product is not intended for storing images of mucous membranes, eyes, natural or artificial
orifices or injured skin or to support initial assessment.

The software does not diagnose diseases. The diagnosis is the responsibility of the specialist medical
staff! It supports the dermatologist in differentiating between the above-mentioned indications.

The Al score is only able to evaluate lesions with a diameter of 2 mm to 20 mm. The assessed lesion
should not be located in a hairy area and should not be closer than 30 mm to foreign bodies or
markings (e.g. tattoos).

Der Al-Score des Moleanalyzer pro wurde an Patienten mit Hauttyp | - Il nach Fitzpatrick getestet
und sollte daher nur fiir diese verwendet werden. Verwenden Sie den Al-Score nicht fur Hauttyp IV und
héher.

3.6 Useenvironment

B The productis intended for use in a professional medical environment (e.g. clinic, hospital) by
the users described in the chapter on User groups (cf. chapter 3.3 User groups).

B There are no additional requirements for the social or clinical environment of use.
B The productis not intended for use by laypersons.
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3.7 Requirements to the workstation

The workstation should be set up in a way that medical information is easily visible.

The following conditions should be avoided:

Direct sunlight

Reflections on the screen
Insufficient contrast
Insufficient screen brightness
Incorrect color settings

FotoFinder Hub can be opened on any device with a minimum screen size of 300 pixels. The
recommended resolution is 1920 x 1080 pixels.

3.8 Improper use

Any use other than that described in the chapter on Intended use (cf. chapter 3.2 Intended
use)and in this user manual and any use beyond the scope is considered improper use!

The manufacturer is not liable for any resulting damage. The risk is borne solely by the user /
operator.

The application may only be used in a medical context on devices that meet the requirements
(cf. chapter 3.7 Requirements to the workstation).

3.9 Foreseeable misuse

The following points describe foreseeable misuse of the software:

The physician incorrectly assumes that the software provides a diagnosis.

The physician bases their diagnosis exclusively on results of software.

The application for documentation is performed on non-intact skin, mucous membranes or in
body orifices.

The physician believes that the accuracy of the Al Score can be claimed and assumes that the
score is indicative of the malignancy of the mole.

The physician requests an Al Score for an image that does not meet the requirements, e.g., due
to body hair, visible tattoo, or size of the lesion.

3.10 Residual risks

A WARNING

Despite compliance with all regulations and the implementation of risk-minimizing measures, not
all risks can be completely excluded. Residual risks that exist in connection with the use of the
product are listed below.

Improper operation by untrained personnel may result in harm to the patient.

Incorrect entry of information in the software, or incorrect assignment of patients or images by
the operator, can lead to a misinterpretation. The consequences can be an unnecessary
treatment or delayed treatment of a skin condition.

Misuse by the user cannot be ruled out completely despite the provision of written user
instructions and training.

If the user bases the diagnosis solely on the results of the software (incl. Al Score), it may lead to
unnecessary or delayed treatment of a skin condition.

Misinterpretation of the algorithm cannot be ruled out.
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3.10.1 IT-Security

The following residual risks regarding IT-Security cannot be ruled out completely despite the
implementation of risk control measures:

Accessing and using another user’s credentials, such as username and password (Spoofing)
Maliciously changing or modifying persistent data and the alteration of data in transit
(Tampering)

Performing prohibited operations in a system that lacks the ability to trace the operations
(Repudiation)

Reading a file that one was not granted access to, or reading data in transit (Information
disclosure)

Attempting to deny access to valid users, such as by making a web server temporarily
unavailable or unusable (Denial of Service)

Gaining privileged access to resources in order to gain unauthorized access to information or to
compromise a system (Elevation of privilege)

Those residual risks may lead to therapeutic patient data being published along with the name of the
patient in the worst case.

3.11 Operator duties

B  Theuser manual is an essential component of the product.

B  The operator must ensure that the user manual is read by everyone working on and with the
software. Only trained personnel of a minimum age who have been instructed in the use of the
software may be deployed.

B Theuser manual must be accessible to users at all times (e.g. saved to the desktop).

B The manufacturer is not liable for damages caused by the failure to observe product-related
documentation.
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4 FotoFinder Hubh®

4.1 FotoFinder Hub login

1. Open the website https://hub.fotofinder.de.

Fig. 2: FotoFinder Hub login page
To use FotoFinder Hub, you need a FotoFinder Hub account.

4.1.1 Creating a new FotoFinder Hub account

2. Click on Log in here.

This will open the input screen for new users.

3. Complete all fields.

4. Tick the box for the reCAPTCHA query ("'l am not a robot").

This opens the automatic test used to identify you as a human and exclude machines as website users.
5. Follow the instructions on the screen and click on CONFIRM.

If the test was faultless, you will be returned to the input screen and the reCAPTCHAfield will be
marked with a green tick.

6. Confirm

- the service conditions and
- your profession as a doctor
by ticking the box in front of it.

7. Click on Register.

You will receive a registration e-mail with a link to your specified e-mail address.
X

8. Click on this link in the e-mail.

This will open the FotoFinder Hub login page. Your registration is now complete. You can log in to the
FotoFinder Hub with the newly created account.

4.1.2 Logging in with an existing FotoFinder Hub account

2. Enter your registered e-mail address and password on the website Attps.//hub.fotofinder.de.
3. Click on Log in.
This will open the FotoFinder Hub user interface.
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4.2 The Desktop

FotoFinder

+Add patient

D) patients

Patient 10 Last session type

Last Session =
Second Opinien

Susi Taler o’ 290ct 2024
Transactions

Adier Antonia
Settings

Susi Rauch

Max Check

Nora Norden

Miller Dave 15 May 2024

Norbert Patient

14 May 2024

DERAESS

Fig. 3: Example view in the FotoFinder Hub

1 Main menu
2 User data and account information
3 Views and editing section
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4.3 Patients

Click on Patientsin the main menu on the left to open the patients list.
@ Patients

FotoFinder My patients (8)

@ Ppatients

122

DERAESE

Fig. 4: Example view of a patients list

4.3.1 Privacy mode

(= Privacy mode:

Fig. 5: View of Privacy mode button activated

Enable or disable Privacy modehere. If activated, only the first letters of the first and last names are
shown in the patient overview and in the patient file.

4.3.2 Add new patient

) 1. Click on Add patient at the top right above the patients list.
+ Add patient ) .
This opens an input mask.

2. Record all known patient data. Mandatory fields are marked with an asterisk (*).
3. Click on Save.
The patient has been created and the new patient file opens.




4

4.3.3 Searching for a patient

|I-'-I-::.;1;'-r:- enter name, ID, birth date or emai

Fig. 6: Patients search box

1. Type the name or patient ID (or parts thereof) in the patient search box. You can also search by
date of birth.

The hits from the patients list are displayed as you type.
@NoTE

If Privacy mode (cf. chapter 4.3.1 Privacy mode) is enabled, only the initials are displayed instead of
the full name of the patient.

2. Click on a patient to access the respective patient file.
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4.3.4 Patientfile

All of a patient's data are stored in the patient file.
@NoTE

The view may vary depending on the subscription plan you have booked.

Opening a patient file:

1. Open the Patients list.

2. Click on the desired patient in the Patients list.
This opens the patient file:

L W B ©

Add Session

B | 5 osenonofsayo) |

Dermoscopy Aesthetics

@.mp by: Takenat v (Q Search by treatment, date: ) are o3 Second Opinion  [E] Report(PDF) [

(@ 290ct 2024 (2) W sclectallimages

29 Oct 2024, 12:18 29 Oct 2024,12:18

Fig. 7: Example view of a patient file

1 General patient data

2 Add session (upload images)*

3 Patient profile submenu

4 Grouping function: You can group the patient images by

- Taken at

- Session

- Localisation

- Diagnosis

- Baseline/Follow-up
5 Functions menu:

Image compare*
Second opinion*!
Report (PDF)*!

Delete image(s)!

*Not included in every subscription plan.

LFor these functions, one or more images must first be selected by clicking
on the white box at the top left of the screen.




6 Images (cf. chapter 4.4 Images)

The thumbnails of the images can be hidden by "collapsing" the corresponding group via the
arrows at the start of a line:

T
() 04 Nov 2024 (1)

™

29 Oct 2024, 12:18 29 Oct 2024, 12:18

4.3.5 Editing a patient profile
If you want to view and, if necessary, edit a patient profile, you have two options:
1. Open the desired Patient file (cf. chapter 4.3.4 Patient file).

2. Click on the three dots at the top right.
This opens the submenu:

(i) Patient profile details

# Edit Data

E Delete Patient

3. Follow the menu prompts.

Alternatively:
1. Open the Patients list (cf. chapter 4.3 Patients).

[A ratients
2. Click on the eye symbol at the end of the line:
My patients (8) +Add patient

Patient Patient ID Last session type Last Session =T

Susi Taler SKN-0848983708 emale Dermoscopy 04 Nov 2024 ) \

Adler Antonia SKN-7392342236 Dermoscopy 29 Oct 2024 (o] t".
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This opens the patient profile:

Susi Taler profile details

General information

Patient Name:

Patient ID:

Sex:

Date of birth:

Body height:

Consent:

Susi Taler
HSCP-0826539533
Female

20 Aug 1964
172cm

tact information

Country: Germany
Address 1:

Address 2:

Zip code:

Email:

Phone number:

Mobile phone:

Fax:

3. Follow the menu prompts.

# EditProfile

Medical information

Skin type:
Skin cancer:

Moles excised:

Family skin cancer:

Prior irregularities:

No

No

No

Not Sure
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4.4 Images

4.4.1 Viewingimages

1. Open the desired Patient file (cf. chapter 4.3.4 Patient file).
2. If necessary, switch between the Dermoscopy, Aesthetics and 7richoscopy tabs.

@NOTE

Which tabs are displayed depends on the Hub subscription plan you have booked, among
other things.

3. Click on the desired image.

This opens the detailed view of the image. The image is displayed in enlarged form. Further functions
are available in this detailed view, e.g. AIMEE score request (cf. chapter 4.5 AIMEE Score (Al Score)) on
the Dermoscopytab.

You can also save a comment here or enter a diagnosis.

4.4.2 Creatingareport

(Not included in every subscription plan)
You can use this function in the patient file or in the detailed view of an image.

1. Select the desired images by placing a tick directly in the respective image.

IE 2. Click on Report (PDF).

This opens a PDF file with the previously selected images and the available image information.

4.4.3 Image comparison

(Not included in every subscription plan)
You can use this function in the patient file or in the detailed view of an image.

IID 1.  Click on /mage Compare.

This opens the image comparison page:

Fig. 8: Example image comparison page

2. If you have already selected images, they will be displayed next to each other. You can drag &
drop other images from the gallery into one of the two preview windows at the top.
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Image comparison functions:
=%l Rotate image

B
+

Reduce and enlarge image display
You can also do this by turning the mouse wheel once you have clicked on the image.

Full screen mode

The gallery is hidden and the two preview windows are enlarged to cover the entire screen. Click
again to close the full-screen view.

Zoom Lock

This function is activated by default when you call up the image comparison. This allows you to zoom
in and move both images at the same time. This also enables an objective comparison of the images.
Without Zoom Lock, you can display both images independently of each other.

OEE

B Youcan move one of the images individually by clicking and holding down the left mouse
button.

B TheBackarrow takes you back to the patient file.

4.4.4 Download images

1. Open the patients file.

2. Tick each image you wish to download. These images can also be from different sessions.
- 3. The adjacent symbol is displayed at the end of each grouping unit. Click on it.

This opens a submenu with functions.

4. Click on the download button.

The images are saved in your download folder.
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4.5 AIMEE Score (Al Score)

45.1 Al Score resultinformation

The Al Score is designed to assess whether a lesion is potentially malignant. This is merely a
confidence score of the algorithm, i.e. an assessment of the similarity to malignant lesions.

The Al Score is based on comparisons with images of malignant skin tumors (Melanoma, Basal Cell
Carcinoma, Lentigo Maligna, Squamous Cell Carcinoma, Actinic Keratosis). The Al Score makes no
statement regarding the medical risk and does not assess the malignancy of the examined lesion.

Lesions with a high score should be observed with great attention.

B 0-0.49inconspicuous, follow-up in a reasonable time

-0-02 inconspicuous
- 0.21-049 further clarification necessary

B 0.50-1.0conspicuous, should be observed with great attention

The FotoFinder Hub offers you the option of letting Artificial Intelligence view the lesions after the
image has been taken. The system uses a Convolutional Neural Network (CNN) algorithm, the so-called
Al Score. The sensitivity and specificity of the algorithm were demonstrated in a clinical study.

@NoTE
Please note that retrieval of the Al score is not available in all countries.

B The Al score is based on comparisons with images of malignant skin tumours (melanoma, basal
cell carcinoma, lentigo maligna, squamous cell carcinoma, actinic keratosis). The score indicates
the similarity of a lesion to typical malignant skin tumours.

B  The Al score is not used to assess the malignancy of the examined lesion! It merely provides an
initial assessment of whether a lesion is potentially malignant.

GNOTE

The Al Score is based on statistics. The accuracy of the Al score can therefore not be guaranteed. It is
intended as additional support for the doctor.
The Al score is not a substitute for the doctor's complete clinical diagnosis!

45.2 GetAlScore

@NoTE

Depending on the subscription plan, credits may be charged for Al score retrieval. In this case, the
software will notify you.

1. Click on the desired patient in the Patients overview.

This opens the patient file.

2. Click on the image for which you would like to retrieve an Al score.
This opens the detailed view of the image.

@noTE
The lesion must be completely visible in the image.
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'E; 3. Taponthe Al symbol.
This opens a screen displaying
- your current credit balance
- any credits to be paid for the Al Score retrieval.
@NoTE
If you want to cancel the request at this point, click in an area outside the dialogue screen.

4, Click Retrieve Alscore again in the dialogue screen.
After a short loading process, the Al Score is displayed.

@NOTE
Please also note the disclaimer.

You can recognise whether an Al score already exists for a capture by the Al symbol in the image:

29 Oct 2024, 12:18

Fig. 9: Display of existing Al scores

FotoFinder Al Score

Results are based on statistics. A diagnosis is only to be made by the doctor

0.0-0.2 0.21-0.49 05-1.0
Al Score: 0.05

Result description
The Al has calculated a low risk profile for this lesion.

Fig. 10: Example view of the Al Score
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4.6 Second opinion

(Not included in every subscription plan)
A Second Opinionis an additional service available to you for a fee. You can request a second opinion
from experienced international dermatologists.

Call up the Second Opinion service by clicking on Second Opinionin the main
&% Second Opinion menu. This opens an overview. You can choose between two lists:

B /nbox Here you can see all the second opinions you have already received.

B Pending. Here you can find your requested second opinions for which you have not yet received
aresponse.

4.6.1 Requesting a second opinion

Open the patient file of the respective patient.

Select the microimage to be examined in the Dermoscopy section and click on it, or tick the
white box within the image. You can also select several images of a lesion. Please note that
credits will be deducted for each analysed capture.

E 3 Click on Second Opinion.
This opens the request screen. The selected captures and the patient data are displayed in a new
screen;

Second Opinion request ) Price: 20 Cradits S
L4

<

Susi Taler

Fig. 11: Example view of requesting a second opinion

4, Optionally, enter further information to the right of the image.
5. Click on Sendin the top right-hand corner.
You will receive a response within 12 to 48 hours. It usually takes fewer than 24 hours.

4.6.2 Open Second Opinion

1. Click on Second Opinionin the main menu.

This opens the overview for the Second Opinion service.

2. Select the /nboxtab.

3. Open the received second opinion by clicking on the respective line.
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You can recognise whether a second opinion has already been issued for a capture by the second
opinion symbol in the image:

11 Aug 2021, 11:37

‘/—'/y. 12: Display of existing second opinion
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4.7 Proposer
g e The Proposer is available as an additional application for images in the Aesthetics section. You can

use it to clearly propose specific recommended products and actions to your patients. An extensive

product and treatment database as well as various drawing and marking tools are also part of the
Proposer.

Detailed instructions can be found in the separate FotoFinder aesthetics manual.
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4.8 Transactions

. You will find a list of your actions in the Hub in the Transactions section.
E Transactions

These include, for example:

B  Alscore requests
B Second opinion requests or
B  Voucher redemptions

Itis possible to filter specific bookings.

The list can be exported as a PDF file or as a csv file.
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4.9 Settings

4.9.1

4.9.2

4.9.3

49.4

4.9.5

4.9.6

4.9.7

. Another submenu is located in the Settings section:
@ Settings v

My Account
This contains information about your user profile. You can also edit the data.
My Clinic
B  Personnel
Users with administrator rights can add further users here.
B Devices
Here you can add devices to your Hub account and remove devices from the Hub.

B  General information
This displays the stored information about your clinic and your region. You can also define

headers for your reports and save a clinic/practice logo for the reports.
My Devices
Here you can add devices to your Hub account and remove devices from the Hub.

Assessments

This allows you to pre-define lists of
B treatments

B studies

B  diagnoses

and then select captures from a list.

Security

Here you can change your password. All linked devices are disconnected after the password is
updated.

Messages
Here you can activate an e-mail notification for feedback on second opinion requests.
Plans & Credits

B Plans

Here you can

call up invoices

redeem your activation code

change your subscription plan and find information on the individual plans
find contact details for FotoFinder Support

see the memory used.

B Credits
Here you can see your current credits balance and purchase more credits.

You will also see a credits history that lists the credits and their use. Functions that you have
already been able to use free of charge because they are included in your subscription plan are
also displayed here.
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4.10 User data and account information

This information is displayed at the bottom left.

» 8, TestClinic
f8) [poctor, Clinic Admin

Credits:

Your Plan: PREMIUM

Fig. 13: Example view of user data and account information

The area is divided into three sections:
User data
Clicking on this opens an additional submenu:

- My Account
g My Account This contains information about your
user profile. You can also edit the data.
-:3 Logout _ Logout
= English v - Language selection

Credits
Displays the current credits balance

Your Plan
Displays the booked FotoFinder Hub subscription plan
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EU - KONFORMITATSERKLARUNG

Hersteller / Manufacturer: FotoFinder Systems GmbH
Adresse / address: IndustriestraRe 12
84364 Bad Birnbach

Deutschland/Germany

Single Registration Number (SRN): DE-MF-000007084

Benannte Stelle / Notified Body TOV SUD Product Service GmbH
RidlerstraRe 65
80339 Miinchen / Munich
Germany

Zertifikations-Nr. / Certificate No. (G10 115802 0002

Wir erkldren hiermit in eigener Verantwortung, dass nachstehendes Produkt
We declare under our sole responsibility that the product

FotoFinder Hub
Version: 2023, 2024, 2025

Zweckbestimmung / Intended Use:

FotoFinder Hub is a cloud-based image storage platform for mobile dermatoscopes. The purpose of FotoFinder Hub is to
store and display images, patient information and analysis results. FotoFinder Hub is intended for the documentation of
microscopic and macroscopic images of the intact human skin and to visualize skin changes over time. The FotoFinder
Hub is not intended to provide a diagnosis, as it is the responsibility of the physician. FotoFinder Hub is intended to
communicate with other FotoFinder software and exchange data. The FotoFinder Hub is intended to administer
subscription and user management.

der Risikoklasse / of risk class: ila (Annex VIl MDR)

Basis UDI-DI / Basic UDF-DI: 426015845HUB001ZS

den Grundlegenden Anforderungen gemdl Anhang | der Medizinprodukteverordnung {EU) 2017/745
entspricht / meets the essential requirements of the regulation (EU) 2017/745.

Konformititsbewertungsverfahren / (EU) 2017/745, Annex IX Chapters | &Il
Conformity assessment

Diese Erklarung ist glltig, bis sie durch eine neue Version ersetzt wird / This declaration is valid until
superseded by a new version.

irnbach 0; 5

"
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