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Computer Requirements

MedRx Minimum Computer Specs:

Windows® - PC compatible computer
Intel™ i5 2.0 GHz or better

4 GB RAM

20 GB free hard drive space
Available 2.0 USB port

Windows 10 or 11 Professional
Compatible with 3.0 USB

MedRx Recommended Computer Specs:

Windows® - PC computer

Intel™ i5 Quad Core or better

8 GB RAM or more

Available USB 3.0

Graphics adapter with 2GB dedicated video memory
50 GB or more free hard drive space

High speed internet connection

Windows 10 or 11 Professional

Compatible with 3.0 USB
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Software Installation

Install MedRx Studio

Instruction Manuals

STUDIO
Coftware

_.q“'lh._
1. Insert the MedRx USB Flash Drive into a USB port:

e Launch My Computer

e Locate USB Drive r— Ex
1% Computer 3. Onthe Setup screen, choose Install MedRx Studio.

&, Default (C:)
== Removable Disk (E:)

ﬁ MedRx Studio - InstallShield Wizard X

Welcome to the InstallShield Wizard for
MedRx Studio

(E:) may vary depending on the USB port selected.

The InstallShield(R) Wizard will allow you to modify, repair, or

Consult your computer’s documentation. remove MedRx Stidio. To contrue, click Hext.
& Autorun
“ | Type Setup Information
Setup
Sy Type: Application
2 Setup
‘| Type: Configuration settings S EE

4. This is the Welcome screen.
2. Double click on Setup to launch:

- e To continue, click Next.
NOTE: If requested, Accept Permission to Install Software.
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License Agreement

Please read the following license agreement carefully.

MedRx, Inc. Software License Agreement A

In return for acquiring a license to use the software ("Software")
and related documentation, you agree to the following terms and
conditions:

1. License: This Agreement grants you, the Licensee, a license to:

(a) use the Software on a single computer system or in the case of
a multi-user or networked system which permits access to the

e g S S

]

(@1 accept the terms in the license agreement Print

(01 do not accept the terms in the license agreement

InstallShield

5. Read the Software License Agreement. This important
document defines the acceptable usage of the Studio Software.

e After reading the agreement, select | accept...

® (Click Next.

ﬁ MedRx Studic - InstallShield Wizard x

Program Locale

Choose desired locale

English (United States)
English {United Kingdom)
English {Australia)
English {Europe)
English {Saudi Arabia)
Deutsch

Dutch

French {France)
French {Canada)
Italian

Chinese

Japanese

Spanish (United States)
Spanish (Spain)

I Turkish

Installshield

6. This screen sets the language and location choice.

e Make a selection and click Next.

ﬂ MedRs Studio - InstallShield Wizard X
Destination Folder 4‘4
Click Next to install to this folder, or dick Change to install to a different folder. u
Install MedRx Studio to:
7 Coprogram Fies (x36) MecRor\Studiol Change...
InstaliShield

This screen indicates the location of the program files.

The default location is recommended for most users.

If necessary, this location can be changed.

e To continue with the default settings, click Next.
NOTE: To change the location of the files (advanced users
or system administrators only, click Change).

#2 MedRx Studio - InstallShield Wizard X
Ready to Install the Program
The wizard is ready to begin installation.

Click Install to begin the installation.

1 you want to review or change any of your installation settings, dick Back. Click Cancel to
exit the wizard.

InstaliShield

< Back Install Cancel

Installation of Program is ready to start.
e To continue, click Install.
e To make changes, click Back.
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ﬁ MedRx Studic - InstallShield Wizard - *

S—— Connecting Device

The program features you selected are being installed.

Please wait while the InstallShield Wizard installs MedRx Studio. This may

toke several minutes. Your MedRx products are USB powered.

Status:

Connect the USB cable from the MedRx device
to your computer.

o —o
28
InstallShield
¢
g
o

9. Installation is in process.

Wait for the system to copy and install default Windows drivers.

InstallShield Wizard Completed

The InstallShield Wizard has successfully installed MedRx
Studio. Click Finish to exit the wizard.

_-'i! Driver Software Installation
Your device is ready to use
USB Composite Device q/Raady to use
USB Audio Device q/Raadyto use
USB Input Device e/Raady to use

< Back Cancel

10. When the installation is complete.
e Click Finish.

When this screen appears and all devices are “Ready to use”.

e (Click Close.
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Sound Card Settings

Next you need to confirm or set the default Windows sound card settings.
This will route all non-MedRx Windows sounds to the internal sound card of
your computer. (These sounds include event notifications such as new e-mail
and error warnings as well as audio and video playback.)

1. Right click the speaker icon in your system tray.

Open Volume Mixer

Open Sound settings

Spatial sound (Off)

Sounds

Troubleshoot sound problemns

2. Select the Sounds option from the list.

3.

# Sound &J‘

Playback |Remrding ISuunds ICummumcatuns
Select a playback device below to modify its settings:
Speakers
2- USB Audio Device
Ready
Speakers
Realtek High Definition Audio
@9 Default Device
Configure Set Default Properties

In the Windows Sound control panel, under the Playback tab and the
Recording tab, make sure the MedRx Audio Device is not set as
default. If it is default, change this by clicking on your system (non-
MedRx) audio device and then choose Set Default.

NOTE: The internal sound card on your computer will likely not have
the same name as this screen shot. Consult your computer’s
documentation for the name of the internal sound card and set this
control accordingly.

D-0126016-F 2026/08 8



4.

?

Flayback Recording Sounds Communications

Select a playback device below to m QI Speakers Properties x

N\ Headset General Leve\ Advanced Spatial sound

@) 2 Thinked Use-C Dock
B®) ot plugged in Select the enhancements to apply for your current speaker
= configuration. Changes may not take effect until the next time you start

Speakers playback.
GI MedRx AWRC
Ready I [“] pisable all enhancements I
[] Bass Boost
[ virtual Surround
[[] Room Correction
[ Loudness Equalization

Enhancement Properties

Settings.
Configure

Restore Defaults P Preview |v

In the windows sound control panel, in the Playback tab right click
the MedRx device and select properties. Navigate to the
Enhancements tab and Disable all enhancements. Then click Apply
and Ok.

Enhancements may not be available on all PCs. This does not apply to
any PC without audio enhancements.

In the windows sound control panel, in the Recording tab right click
the MedRx device and select properties. Navigate to the
Enhancements tab and click Disable all enhancements. Then click
Apply and Ok.

Enhancements may not be available on all PCs. This does not apply to
any PC without audio enhancements.

6. Click OK.

Congratulations you have set-up your new MedRx Device

D-0126016-F 2026/08 9



Connecting to a Database

The MedRx Studio software can run with Noah Systems, OtoAccess, MS SQL
Express, or without database access.

% To set-up a Database, double click the MedRx Studio icon on
your Windows Desktop.

MedRx
Studio

Login X If the Login window appears, click
Login. No password is configured
during initial installation.

Password: Administrators should configure user

authentication and access controls in

User | Admin v

Login Exit accordance with their organization's
cybersecurity policies before clinical

use.

{c:% Click the settings wheel in the top right menu bar.

Med 2y No Client Selected

O~ | = | - I -

 General

Database (requires program restart):

[ o ]

( MS SQL Express ]

[ NOAH ]

( - )

Require Client when Program Starts: | Ves ||

Select Database from the tabs. Click on your desired Database. Close the
MedRx Studio software to apply changes.

Note: Only databases that are set up will appear.

Database Set Up

MedRx
Studio

Without a Database

e Double click the MedRx Studio shortcut on your Windows Desktop.
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@  Medity
51 o

4 L' I |
Noah

e Download and install Noah.
e Launch Noah.
e Select a patient.

e Launch MedRx Studio module following Noah procedures.

OtoAccess

e Download and install OtoAccess.

e Launch OtoAccess.

e Select a patient.

e Launch MedRx Studio module following OtoAccess
procedures.

MedRax
Studio

MS SQL Express

e Download and install MS SQL Express.
e Run MedRx MS SQL database set up.

e Double click the MedRx Studio shortcut on your Windows

Desktop.

Note: MedRx provides access to SQL database connections. The database
owner must configure the database and backup policies to meet local

regulatory requirements.

Med 7, No Client Selected

2=

e Select Client in the top left
corner.

Demo, Demo Last Name : Demo

L 1] FstName: Demo Sessions

e +-Create client.
e Pencil - Edit client.
e Trash - Delete client.
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Cybersecurity and Data Protection
Cybersecurity Responsibilities
NOTICE: Data Protection and Cybersecurity

The MedRx Studio software may store, process, or transmit patient and clinical information. The healthcare organization is responsible for implementing
appropriate cybersecurity controls, protecting patient information, and ensuring compliance with applicable privacy, data protection, and cybersecurity regulations,
as well as organizational policies.

To support protection of patient data and system integrity, MedRx recommends the following:

1.

NouswnN

8.

Use only Microsoft-supported operating systems and ensure operating systems and software are regularly updated with current security patches in
accordance with Microsoft's recommended update schedules.

Enable database encryption when supported by the selected database platform.

Use unique user accounts and passwords within the operating system, database platform, and any connected information systems.

Restrict physical and network access to systems containing patient data.

Maintain current antivirus, anti-malware, and firewall protection.

Implement and maintain appropriate data backup and recovery procedures.

Implement and maintain appropriate audit log and record retention policies in accordance with local regulatory requirements.

Change any default administrative passwords and account credentials before clinical use.

Failure to implement appropriate cybersecurity controls may increase the risk of unauthorized access, data loss, data corruption, or interruption of system
availability.

Database Security

When MedRx Studio is configured for use with Noah, OtoAccess, Microsoft SQL Server, or other database platforms, the healthcare organization or database
administrator is responsible for:

Configuration and maintenance of database security settings.

User account management and access control.

Encryption configuration, where applicable.

Backup and disaster recovery procedures.

Compliance with local privacy, security, and record retention requirements.
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IT Network Connection Notice
NOTICE REGARDING IT-NETWORK CONNECTIONS

Connecting MedRx Studio and associated MedRx devices to a PC, database server, local area network (LAN), wide area network (WAN), cloud service, or other
information technology (IT) equipment may result in the device becoming part of an IT-network.

Connection to an IT-network may introduce previously unidentified risks to patients, operators, or third parties.
The responsible Healthcare Delivery Organization (HDO) shall identify, analyze, evaluate, control and monitor such risks prior to and after network connection.

The responsible organization should ensure that the IT-network provides the necessary characteristics and performance required for safe operation of the
connected medical device system.

Additional risk analysis should be carried out whenever the IT-network is modified, including:

e Changes in network configuration

e Connection of additional equipment

e Removal or disconnection of equipment
Software updates

Hardware upgrades

Changes in cybersecurity controls

Changes in database servers or storage locations

Examples of possible risks include:

e Unauthorized access to patient information

e Loss or corruption of stored records

e Delayed access to patient information

e Interruption of clinical workflow

e Reduced system availability due to network or cybersecurity events

The healthcare organization remains responsible for ensuring the security and integrity of its IT-network environment.
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Complaints/Safety Reporting

Please contact your local distributor in case of any incidents related to product defects (hardware defects or software bugs) or adverse events (which does
not necessarily have a causal association to the product). It is recommended for a user to report all the known facts about the incident. Upon receipt of any
serious incident with serious health impact for the patient or user (serious adverse events), local distributor shall report to MedRx through its appropriate
vigilance system. MedRx shall ensure that the regulatory authority in patient’s home country is informed according to the vigilance requirements. MedRx

shall handle all the product complaints and adverse events as per the internal procedure.
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Limited Warranty

MedRx warrants this product to be free from defects in material and workmanship for two years from the time of purchase. If this system fails to perform as
specified during this period, the purchaser is responsible for calling MedRx at +48 91 835 63 00. The company's representative will advise the owner to either return
specific components or the entire system to:

MedRx International

DGS Diagnostics Sp. z 0.0.
Roséwek 43

72-001 Kotbaskowo
Poland

MedRx International will repair or replace any defective devices, fully test the system and/or components and ship the system promptly back to the owner. There is
no cost for the repair or return shipping, provided the system is two years old or less and has not been misused, abused or damaged. Such damage includes, but is
not limited to, dropping, exposure to excessive heat greater than 37,782 C and water/liquid damage.

Repair or replacement of the system as provided under this warranty is the sole and exclusive remedy of the purchaser. MedRx shall not be liable for any
consequential or incidental damages or for breach of any express or implied warranty. Except to the extent of applicable law, any implied warranty, merchantability
or fitness of this product is limited to the duration of this warranty.

MedRx International will, at its discretion, service and repair out of warranty products at the purchaser's request, charging for parts and labor as necessary.

The limited warranty is deemed void if software or hardware is installed on this product which is not pre-approved by MedRx, Inc. Approved software includes
Noah and HIMSA approved hearing aid manufacturer programming modules for fitting hearing aids.

MedRx international is not responsible for problems resulting from installation of unapproved software or hardware. In the event of unapproved software or
hardware installed on the system causing a conflict, MedRx will service the product for a fee to be determined at the time of service.
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