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Instructions for use

Melonga

IFU document version: 1.1 (Revision 02)
Applicable app version: 1.1.0 and later 1.1.x releases
Date of issue: 02-Jun-2026

Manufacturer:
Prognoix Health B.V.
Oxfordlaan 55, Maastricht,
6339 EV, the Netherlands
email: hello@prognoix.com C €
web: https://prognoix.com

Basic UDI-DI: to be assigned
UDI-DI: to be assigned

Melonga is a Class | medical device classified under Rule 11 of Annex VIII
to Regulation (EU) 2017/745 (MDR). Conformity has been assessed by
the manufacturer under Article 52(7), and an EU Declaration of
Conformity has been drawn up. The CE marking is affixed in accordance
with Article 20 MDR.
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Safety information

A This symbol indicates important safety-related information

Additional information

E:ﬂ This symbol indicates additional information

Symbols used in this document and in the app follow EN ISO 15223-1. The MD symbol
identifies a medical device; the factory symbol identifies the manufacturer; CE indicates
conformity with Regulation (EU) 2017/745. Read these instructions for use before using
Melonga.

Product

Purpose

Melonga is intended for the self-management of premature ejaculation in
adult men. The program combines behavioural training, physical exercises,
mindfulness and breathing techniques, partner exercises, and
psychoeducation (bibliotherapy) to help improve ejaculatory control and
reduce the distress associated with premature ejaculation. Outcomes vary
between individuals and depend on consistent participation; Melonga does
not guarantee a specific result and does not replace consultation with a
physician where an underlying medical cause is suspected.

Characterization of the user profile
e See the patient population
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e Smartphone users, average technical skills (knows how to open and use
mobile apps)
e Users spend 1.5-2.5 hours per week on the program

Characterization of the patient population
e Male patients over 18 years of age
e Self-reported or diagnosed with premature ejaculation (ICD-10 code F52.4)

Characterization of the application environment, including

software and hardware
e Guided training sessions that take place at the user's home, e.g,,
masturbatory exercises or mindfulness training
e Use via mobile app (Android and iPhone)
e Bibliotherapy is delivered throughout the course of the program

e Some masturbatory exercises to improve ejaculatory control are carried
out during the course of the program

e Exercises involving a partner
e Breathing and regulatory techniques

e Mobile phone must meet minimum requirements: screen, speakers
(headphones optional), Internet (Wi-Fi/cellular)
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Safety

Eligibility and intended user
Melonga is intended for adult men who identify as having premature
ejaculation. There are no known clinical contraindications to using Melonga.
The following requirements are self-declared by the user when starting the
program. Melonga does not diagnose premature ejaculation and does not
verify a user’s age or eligibility.

e You should be able to perform light physical exercises, as the program

includes physical and breathing exercises. If you cannot, some parts of

& the program may not be suitable for you.

e You must be 18 years or older. Some content within Melonga may not be
suitable for users under 18. Age is self-declared and is not verified.

All users must adhere to the following principles:
e |f you experience any form of physical discomfort while exercising with
Melonga, immediately discontinue using it
e Report any side effects or complaints via our service hotline (+31 6 8787
5564), by e-mail (hello@prognoix.com) or to the competent authority.

Any serious incident that occurs in relation to Melonga should be reported to
the manufacturer and to the competent authority of the EU Member State in
which you, the user, are established.

Language
Melonga is available in German and English
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Requirements

e Melonga supports iOS 15 (or later) and Android 8 (or later). To use Melonga
safely, keep your operating system and the app updated to the latest
available version.

e Certain approvals are required (e.g., consent to store data). If old or non-
standard software is used, it may happen that the user can only use
Melonga to a limited extent or not at all.

e Melonga requires a stable broadband internet connection.

Installation

Download Melonga from the Apple App Store (iPhone) or Google Play
(Android). After installing the app, sign in with your registered email address
to begin.

Safety and Maintenance

Software malfunctions

If you observe errors in the software ("bugs"), please contact our customer
service hotline (+31 6 8787 5564) or send us an e-mail at hello@prognoix.com.
A customer service representative will then help you fix the problem.

Medical incidents

Safety is a top priority at Prognoix. If you have had a health incident while using
Melonga, stop using the app immediately and report the incident to Prognoix.

As a first point of contact, please use our customer service hotline (+31 6 8787
5564). A customer advisor will then guide you through the next steps.
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Sign-in problems

Melonga uses secure, passwordless sign-in. If you do not receive your one-time
password (OTP) by email or cannot sign in, first check your spam folder and
request a new code. If the problem continues, e-mail us or call +31 6 8787 5564
and a customer service representative will help you regain access.

Data Protection and GDPR

Privacy is important to us at Prognoix Health, and we take various measures to
ensure that your data is always safe with us. If you suspect that there has been
a security breach in your data, please immediately contact our customer
service hotline (+31 6 8787 5564) or send us an e-mail at hello@prognoix.com.
Our service team will take care of your request immediately.

Maintenance & Updates

Android users should update their app through the Play Store like any other
application. The Play Store sends notifications when a new version is available.

iOS users should update Melonga through the Apple App Store, in the same
way as any other app. When automatic updates are enabled, the App Store
installs new versions automatically; otherwise, open the App Store, go to your
account, and tap "Update" next to Melonga.

A paper version of the instructions for use

A free paper version of the instructions for use can be requested by e-mail at
hello@prognoix.com or by telephone at +31 6 8787 5564.
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1. Login

[ } Log into your account using the Access Code and
registered email ID that is included in your

registration confirmation email.
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2. Verification

Enter the 6-digit one-time password (OTP) sent to
your registered email to verify your identity and
complete sign-in.

3. Onboarding |

Your virtual coach, Felix, welcomes you and guides
you through the rest of the setup.

Instructions for use: Melonga




A &)

(A 2
| am 18 years or above
You have my consent to store and
process my personal data as per the EU’s
GDPR requirements
Anonymized form of my data may be used
for medical research purposes (optional)

Please read the detailed version of our
procedure

0%

'pmgnoix

4. Onboarding Il

Set a 4-digit PIN to keep your conversations and data
private. This PIN is unique to the app.

5. Consent

Confirm that you are 18 years or older and give the
required consents, including consent to store and
process your data under the EU GDPR. You may also
choose, optionally, to allow your anonymised data to
be used for medical research.
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6. Reminders

Optionally choose how many reminders you receive
each week and your preferred time of day. You can
change or disable reminders at any time in the
settings.
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I’m glad to start this journey
with you, AJ

In the coming 12 weeks, | will teach
you clinically-validated techniques for

alleviating your symptoms of 7 ° P rog ra m Ove rVi ew

premature ejaculation. This will be

achieved through a comprehensive

Felix introduces the program: over about 12 weeks
you work through 12 modules and 27 exercises.
ffort. Gve me s ump below Confirm when you are ready to begin.

when you are ready.

But this can only be achieved if you are

- v
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8. Check-ins

Log how you are progressing through regular check-
ins, for example rating your control over ejaculation
and your satisfaction with intercourse.

9. Regimen

Open the regimen section to access your modules,
exercises, and audio-visual content, and start each
module when it becomes available.
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It takes two to tango

10. Content
Work through each module's educational content
(bibliotherapy), including videos. Note for iPhone

from Apple, the audio track for the videos will
not work if your iPhone is in ‘silent mode.’

gy e WS users: turn off silent mode before playing the videos
so that the audio plays correctly.

1.1: What is premature ejaculation
(PE)?

A

Exercise Hub

Exercises will activate as you will open
the modules

1.5: Where do you stand?
50 @ on Completion

©

11. Exercise Hub

D " Complete the exercises that unlock as you progress
through the modules. You earn bonus points for each
‘ exercise you finish.
2
—

3.2A: Know your limits
100 ® on Completion

©
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[
Ashvaganda relieves stress. Daily consumtion 1 2 ° Bo n u S tl ps

may enhance your mood and help in managing

# Spend the points you have earned to unlock bonus
tips that support your progress.

Camomile sooths the mood. Try it in the

evening to see if it improves your PE

Listening to soothing and relaxing music before

sex may help you and your partner enjoy more
inbed
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Forum

13. Patient-only forum

Use the moderated, patient-only forum to connect
with other people using Melonga and ask questions
and E07Shal b congemed? relevant to your experience.

| am a 20 years old and suffer from both PE

Vagus nerve stimulation is becoming quite
popular these da it help me further

\_ il o L )
stats tips settings
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your statistics

your pace

I

83 48 25 6090

14. Home
' Review your progress and statistics at any time on the
\ ’ A home screen.
\.P I/ [T
NU I y

ejaculation characterstics

® Control Satisfaction time to ejacultion
Forum statjpg
k t‘||-:s forum settingy

-end of document-

lxw Instructions for use: Melonga
prognoix




