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Instructions for Use

Purpose

This document contains the instructions for use and safety instructions, as well as technical description for
this BESA License Key 3.0 in English language.

Instructions for Use

The referenced term “BESA License Key 3.0” includes all sub-versions of the product.

This document, and following documents form the complete Instructions for Use for this BESA product:

BESA License Key 3.0 - Intended Use and Product Classification
BESA License Key 3.0 - Instructions for Use
How to update BESA Licenses
How to use BESA licenses on a local network
Communication problems with Sentinel License Managers
BESA License Key 3.0 - External Release Notes
BESA License Key 3.0 - Installation and Un-Installation
BESA License Key 3.0 - Product Symbols Meaning

Current and previous versions of documents are available on BESA website:

Dzle'“‘""‘““" https://www.besa.de/downloads/user-documentation/

It is mandatory to read the complete Instructions for Use documents, before using the product.

At any time during the lifetime of this product, you can request the above-mentioned documents in printed
paper form at no additional cost.

BESA License Key 3.0 - Instructions for Use — 1


https://www.besa.de/downloads/user-documentation/

Product Name

BESA License Key 3.0
The referenced term “BESA License Key 3.0" includes all subversions of the product. BESA License Key 3.0 is
an accessory product to BESA medical devices.

Product Picture

Product UDI

UDI-DI: | (1)4262364230059

UDI-PI: | NOTE: the UDI-PI is individually for each License Key 3.0, including the serial number. It is
available on the label applied to BESA Box.

Manufacturer

M Thales DIS CPL Deutschland GmbH
Werinherstr. 81
81541 Miinchen

Symbols used for Product

c E This product bears a CE sign as drawn up by the manufacturer. Due to the size of the BESA
License Key, it is not marked on the device.
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Further symbols used are available in document “BESA License Key 3.0 - Product Symbols Meaning"“.

Representative inside the European Union

N/A

Life cycle

There is no end of life for this version of the BESA License Key.

Incident

In case of a serious incident, an incident or near-incident caused by the BESA License Key, the licensee
should directly report to incident@besa.de, follow the guidelines stipulated on the BESA website. (https://
www.besa.de/contact/incident/).

Safety Instructions and Technical Description

Licensing System

BESA products are protected by the Sentinel LDK licensing system as developed by Thales.

The licensing system requires a USB key — that is, the BESA License Key 3.0 — and the device drivers to
access the USB key.

If you selected the Install BESA License Key drivers option at the final stage of the installation, the device
drivers for the BESA License Key 3.0 have been installed automatically on your computer. In order for BESA
products to be run, a BESA License Key with valid license information must be attached to a USB port on a
computer in your local area network. If you have not yet received it, you can obtain the BESA License Key
from our sales department by contacting sales@besa.de.

If you have received a license update for your BESA License Key and you are note sure how to apply it, please
refer to “How to update BESA licenses".

If you have attached the BESA License Key 3.0 (USB key) directly to your computer or server and are not able
to start the relevant BESA product, please refer to “How to use BESA licenses on a local network” or
“Communication problems with Sentinel License Managers”.

Serial Number / Dongle ID

If you want to know the serial number of your BESA License Key, please make sure that BESA License Key
drivers (HASPUserSetup.exe, https://www.besa.de/home/downloads/besa-license-key/ ) are installed.
Connect the BESA License Key to your local PC and open the link http://localhost:1947/ in any internet
explorer of your choice.

The serial number can be found in the shown table, in the “Key ID” column (the key with the type “Sentinel HL
Max” and Vendor ID “YWCXE (87128)"). If more than one BESA License Key is connected to your local PC,
you can use the “Blink on” button: the corresponding key starts to blink.
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System Requirements

The BESA License Key 3.0 is an essential accessory product to BESA products, and shall either be subject to
constant supervision, or shall be connected to machines located in areas with access restriction. Failure of
the IT-network and/or operating system on which the BESA License Key 3.0 is used, or failure of the BESA
License Key 3.0 in general, may render BESA products which use the BESA License Key 3.0 as an accessory
as unusable.

For the purposes of communication between BESA products and the BESA License Key 3.0, the
manufacturer uses TCP and UDP ports 1947. Please make sure to open these ports within your
network or IT environment in order to enable the required communication. Once the license key
runtime environment is installed, you can find more information on settings, security and general
topics concerning the BESA License Key 3.0 under the following link:

http://localhost:1947 > Help

HASPUserSetup.exe installs the runtime environment and drivers required by the BESA License Key
3.0. The installed version is listed under “Run-time Installer” under the following link:

http://localhost:1947 > Diagnostics

Important: Make sure to regularly check website https://www.besa.de/home/downloads/besa-license-
key/ and apply updates for HASPUserSetup.exe if available.

The supplied runtime environment is provided by BESA “as is”, and according to the manufacturer is
compatible with computers running the following operating systems:
(NOTE: Information supplied by manufacturer (Thales))

Windows + Windows Server 2016

(x64 and .

x86) * Windows Server 2019
Windows Server loT 2019
Windows Server 2022

Windows Server loT 2022

Windows 10 IoT Enterprise 2019 LTSC
Windows 10 IoT Enterprise 2021 LTSC
Windows 10 22H2

Windows 11 22H2

Windows 11 ARM 22H2

The BESA License Key 3.0 is designed to be attached to a USB 2.0 or USB 3.0 port. Please note that
you may need to use an adapter to attach the BESA License Key 3.0 to your PC (the adapter is not
included).

The BESA License Key 3.0 has been tested by BESA on the following operating systems:
Windows 11 Pro 21H2, 22H2 (x64)
Windows 10 Pro version 22H2 (x64)
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Please note, that changes of the hardware and software platforms (e.g., with patches/updates of antivirus/
firewall software, system libraries, firmware, and others) and/or changes to the IT network may result in the
possibility of safety and/or security vulnerabilities, and/or reduced functionality of BESA License Key 3.0. It is
recommended to use the system combinations as defined within this document.

Please note, that the use of BESA License Key 3.0 on an IT-network could result in previously unidentified
risks to patients, users or third parties, and that the user is responsible to identify, analyze, evaluate, and
control these risks. Any subsequent changes to the IT-network could introduce new risks and require
additional analysis.

Data Protection

BESA License Key 3.0 does not store any data.

Use in combination with other products
The license key is allowed to be used as an accessory product for the BESA products as defined in document
Intended Use.

BESA releases are constantly checked with other installations (e.g. MS Office etc.) on the same hardware or
software platforms as defined in section System Requirements.

If any incompatibilities are observed, they are documented within the External Release Notes of the product.
For further questions and information please use the channels provided on http://www.besa.de.

Application Environment

Please note: It is the user’s responsibility to ensure the safety of combined medical or medical-&non-
medical-devices particularly installed in the patient environment (whether in institutes, clinics or practitioners
location).

The user of our product has to ensure that such combination fulfills the same safety condition as a single
medical device according to IEC 60601-1.

Such combination with any non-medical device establishes are “in-house medical system” — observe the
latest Medical Device Operator Ordinance (e.g. MedBetreiberVerordnung, Germany 2020) or your national
Operator Laws. We recommend you to document / retrace our software version/updates installed in your
facility / network in a MPG-Medizingerate-Buch (medical facilities book), similar to those needed for
hardware.

This BESA product does not affect the possibility of using any medical computer within patient environment.

BESA GmbH is not liable for any use/installation beyond the defined PC network.

Installation and Un-Installation

Please refer to a separate document “BESA License Key 3.0 - Installation and Un-Installation®.

Exclusions for Use

N/A

Contraindication to patients

N/A
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BESA is not liable for the use outside of the rules defined in the instructions for use documents.

Manufacture, Transport, Storage and Usage conditions

Environmental conditions for manufacturing

N/A

Environmental conditions for Transport, Storage and Usage

During extended periods of transport, storage and usage please observe the following conditions:
Temperature: -40°C to 85°C
Humidity: 0% to 95%

Disposal information

The BESA License Key 3.0 and the box in which it is delivered must be disposed of in compliance with
national guidelines on environmental protection.

Countries and Markets

BESA License Key 3.0 usage is related to BESA products and the countries and markets defined for these
products.

Page ID

243007533

Change History (valid revision number)

Version Effective Date Approvals Version Notes

>> *Action: approve, MK,
Approval: QM Approval

(State: QM Approval, None
Thu, Feb 22,2024,

09:24:51 AM)

>> *Action: approve, MK,
Approval: QM Approval
(State: QM Approval,
Wed, Apr 10, 2024,
14:17:38 PM)

Thu, Feb 22, 2024,
09:24:51 AM

Added information on
how to get the serial
number of the BESA
License Key in ACC

Wed, Apr 10, 2024,
14:17:39 PM
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Attachments

Attachment Description
N/A N/A

Template Change History
TEMPLATE TEMPLATE Version Effective Date Version Notes
Instructions for Use 1 Tue, 14 Mar 2023 None
Template 08:34:52 GMT
Instructions for Use 2 Tue, 21 Mar 2023 None
Template 14:06:35 GMT
Instructions for Use 3 Tue, 02 May 2023 None
Template 08:19:51 GMT
Instructions for Use 4 Thu, 25 May 2023 None
Template 06:27:29 GMT
Instructions for Use 5 Mon, 26 Jun 2023 None
Template 14:33:24 GMT

Printed version is NO controlled document and NOT subject to modifications
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