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1 Introduction

Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnostic medical devices introduce an EU identification system for medical devices
based on a Unique Device Identifier (UDI).

The UDI-DI/Device module of EUDAMED is used for the manufacturers to provide their
UDIs/Devices information and ensure its availability to everyone. Moreover, it is used to
manage the registration of devices and systems and procedure packs (SPPs) across the
EU/EEA.

It falls within the responsibilities of manufacturers (MFs) of devices and system and
procedure pack producers (SPPPs) to ensure product registration in the UDI/Device
Module. Authorised Representatives and Importers cannot register devices or SPPs. The
devices to be registered are defined by Article 2 in MDR and IVDR. UDI-DI/Device module
of EUDAMED is used for the manufacturers to provide information on the devices and the
corresponding UDIs and to make it available to everyone.

TIP
@ For a wider understanding on how to use the platform visit the EUDAMED Information
Centre. For information specific to UDIUDI, visit the UD| Helpdesk.

NOTE
S This user guide outlines the registration of medical devices, IVD medical devices,
SPPs, the device data, including the corresponding Basic UDI-DI and UDI-DI.

Economic Operators (EOs) must register their organisation in the Actor (ACT) module
before they are given access to EUDAMED and become able to register their devices

and SPPs in the UDI/Devices module. See the EOs User Guide. Devices and SPPs

must be registered in the UDI/Devices module before they are placed on the union
market (see Q&A on EUDAMED gradual roll out). Device registration does not involve any
assessment, review or approval by a Competent Authority (CA). Some of the information
in EUDAMED is publicly available for searching and viewing.
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n WARNING

* The requirements for device registration differ, depending on when the device is
placed on the market and depending on which legislation it is compliant with
(“regulation devices”, "legacy devices", "old devices" — see Q&A on EUDAMED
gradual roll out).

* In EUDAMED, device/SPP registration in the UDI/Devices module means registering
a device/SPP at the level of the device identifier. Production identifiers are not
required.

*» EUDAMED does not contain all constraints defined in the MDR/IVDR, guidance and
good practices, and therefore, it is not because something is possible in EUDAMED
that it is necessarily allowed.

) VIDEO: What is a UDI?

Please note that this video contains sound.

A SERIES OF NUMERIC OR
ALPHANUMERIC CHARACTERS

Ll |
G
©

(01)00870025 (17)0004 (10)1234 (21)8256

INFOGRAPHIC: Basic UDI-DI/UDI-ID concept

IDENTIFIERS

What are the different identifiers?

A Regulation Device and a System/Procedure Pack must have an assigned Basic UDI-DI and
UDI-DI, and they must be registered in the ‘UDI/Device module’ (UDI database) of EUDAMED.

Basic UDI-DI Package UDI-DI

(If applicable)
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https://webgate.ec.europa.eu/eudamed-static/infographics/md_eudamed-basic-udi-concept_en_0.pdf
https://webgate.ec.europa.eu/eudamed-static/infographics/md_eudamed-basic-udi-concept_en_0.pdf
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2 Getting started

What | need to access EUDAMED

1. EU Login (ECAS) account:
To use EUDAMED, you must have an EU Login account associated with your
professional email address and the manufacturer for which you want to act on behalf
must be registered as an actor in EUDAMED.

2. User profile registration in EUDAMED:
For information on how to gain access to EUDAMED, please consult the Economic
Operators user guide.

NOTE

g EUDAMED is also available in a Playground environment, intended to enable you
to experiment with the application. All the information in this environment is dummy
(including the Actor ID/SRN) and will never be moved to the Production environment.
Access to the Playground requires a separate registration.

é § Edropean
= Commission EUDAMED

Every user in EUDAMED is granted by default the profile Viewer for the UDI/Device
module, and can search and view registered devices. However, to enter data on the
devices and their UDIs in EUDAMED, your profile for the UDI/Device module ' must be
either:

* A Proposer — this profile allows you to create and delete draft records related to your
manufacturer, but not to submit a device, or

» A Confirmer — this profile includes the Proposer rights and additionally, allows you to
submit and discard records. Moreover, it allows you to directly register a device.

NOTE
g See the Economic Operators user guide, Section Upgrading your user profile for further
information on how to upgrade your profile from Viewer to Proposer or Confirmer.

1See the Economic Operators user guide, Section User rights and profiles, for more information on user rights
and profiles.
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NOTE
S EUDAMED user interface is available in all EU languages and the information can be
entered in any official language within the EU.

Getting started 4
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3 Register Regulation

Devices

&) vIDEO: Registering Regulation
Devices

Please note that this video does not contain sound.

il
« 1
~ Hnnm
v Hun

g NOTE

» Devices or SPPs to be placed on the market according to MDR/IVDR (“regulation
devices”) must first be registered in the UDI/Devices module together with their UDI
and other device data;

» Each Regulation Device must have a unique Basic UDI-DI and a unique UDI-DI
assigned to it. Both are always required — you cannot register a Basic UDI-DI without
a UDI-DI

You will be asked to log into EUDAMED via your EU Login account. This will take you

to the actor (manufacturer, system/procedure pack producer) to which you are connected
through your user account. If you have user accounts for more than one actor, your
options will be available on the screen. Choose the appropriate one by clicking on the
actor name.

22 INFOGRAPHIC: UDI registration for regulation devices
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https://webgate.ec.europa.eu/udi-helpdesk/en/udi-assignment/obligations.html
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MANUFACTURER ° a tien ¥ asic UL T »

Choose the legislation, Enter Basic UDI-DI Enter Certificate
enter the Issuing entity attributes information. information (if applicable:
with the Basic UDI-DI

only for MDR Class 11

value and some and Class Ilb and IVDR
special characteristics. Class D, C and B with
Self-testing or Near-patient
testing)

Enter Issuing entity with
the UDI-DI value, the

Add Container Nomenclature code,
package(s) information UDI-DI information and
= if applicable characteritics

(publicly available) I e ‘

3.1 Register a Basic UDI-DI together with
a UDI-DI of a Regulation Device

22 INFOGRAPHIC: Basic UDI-DI/UDI-ID concept

Pl

Regulation Devices we delnded o medical devices and n vitra dia g nastic medical devices
thad i placesdl O B mariop] oncky Hagulabsen OF L S000 745 (M) of Hasg i SN DL

IDENTIFIERS

What are the different ide
\Hﬂulailan Bevice o B:rld-urn Procedure Pack muss havo an assonod Baskc WEI=0 and
UEI-Bl il Exi finguadinfied] ifi e “LICH Dinviconn srckabi’ (LU0 dlatabuirii ) of ELDWAED

Mo Basbe LD coadio, UTH-DH oo nnd Paccings LD coda will B ussgus for & geven Regulsiosn dovion of Sysiem@roceduns P

3.1.1 Step 1: Enter the device and its Basic UDI-DI
information

&) VIDEO: UDI and medical software devices
Please note that this video contains sound.
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1. Click on Register a new Basic UDI-DI.

Tasks

By module, consult, verify and/or manage your own and related data (managed by vour actor), depending on your profile

UDI-Dis/Device User management
My Actor data
Register a new 51{-: uUDI-DI Assess user access requesis
[ H ) Register a legacy device Manage your users

Manage your Basic UDI-Dis / EUDAMED Dis

Manage your aclor data

Manage your Devices details
Manage your email notifications

2. Enter the Basic UDI-DI information and select the applicable regulation for your
device:

NOTE

In this guide, the selection is MDR (Regulation (EU) 2017/745). Based on the
regulation you choose, the characteristics of the Device to be entered will vary.

UDI-DI registration

Manufacturer identification
Organisation name: Test MF
Actor IDVSRN: LI-MF-000000 104
Address: Oak 51, 101 8088 Vaduz
Telephone number: +343 BOAT 6513
Email: sudamadi@manufactunar.com

* Applicable regulation
MOR [REGULATION (EU} 2017/745 on medical devices)

2 VDR (REGULATION (EU) 217746 on in vilro diagnostic medical devices)

Depending on the regulation selected an additional question appears at the bottom of
the page:

Register Regulation Devices
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Regulation | Additional question
MDR Is it a System or Procedure Pack which is a Device in itself?

+ additional sub-questions about the device type, depending on whether your answer is Yes or No to this first question
IVDR Is it a kit?

+ additional sub-question about the device type, if you answer No to this first question

Is it a System or Procedure Pack which is a Device in itself?

Yes o No

€ s ita System or Procedure Pack which is a Device n iself s required unless you select the option - No

N
Procedure Pack which is a Device in itself

System which is a Device in itself

If you select No, please choose the right information under the appearing section
Special Device type (for IVDR, if you select No for Is it a Kit?, the only option for
Special device type if applicable is Software? (See video above):

Special device type
Yes O No e Special device type is required unless you select the option - No

* Special device type:

O Software

O Standard soft contact lenses

NOTE

For certain MDR device types, the registration of a UDI-DI is not appropriate. If
one of the following Special Device types is selected, the Master UDI-DI applies
instead:

Standard soft contact lenses

Standard Rigid Gas Permeable (RGP) contact lenses
* Made to order soft contact lenses

* Made to order Rigid Gas Permeable (RGP) contact lenses.

2For more information, visit the EUDAMED Information Centre, or the UDI Assignment to Medical Device
Software webpage.

Register Regulation Devices
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NOTE
g Currently, it is not possible to select certain devices. If one of the following Special
Device types is selected, the system will block you from saving the registration:

* Spectacle frames;
* Spectacle lenses;
* Ready-made reading spectacles

It is not possible to register these devices through Machine-to-machine or Bulk
uploads either.

3. Fillin the Basic UDI-DI identification details and click Save & Next:

Basic UDI-DI main information
* Issuing Entity: * Basic UDI-DI code:

V\‘

b

Save & Next >

If the Basic UDI-DI code already exists in EUDAMED, the system will prevent you
from saving, as a Basic UDI-DI must be unique. Once you save your changes, you
will not be able to amend the information at a later stage.

4. Non-EU manufacturers will have to select the Authorised Representative for the
Basic UDI-DI amongst those with which they have an active mandate registered in
EUDAMED.

If there is only one Authorised Representative with an active mandate with the non-
EU Manufacturer, it will be automatically retrieved:

Authorised representative identification
Organigation name: Belgian AR A

Eudamed actor ID: BE-AR-000000046

Address: Rue E, 1 1060 Brussels

Telephone number: -

Email: contact@belgian-ar-a be

5. Choose a corresponding Risk Class and select Yes or No for each option that
follows:

Register Regulation Devices 9
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Basic UDI-DI information

" Risk class

)
* Measuring function

Yes No

* Active device

Yes No

* Device intended to administer and/or remove medicinal product

Yes No

6. Select Yes or No if Device model is applicable. If you selected No, the Device Name
will be mandatory, otherwise, it is mandatory to enter the Device model and the
Device name (at the Basic UDI-DI level) if there is one (note that the device trade
name is part of the UDI-DI data):

Device model applicable

Yes O No e Device model is required by default unless you select the option - No

* Device model

Device Model_Test

Device Name

7. Click Save to save your registration as a draft and continue later, or Save & Next to
save it as a draft and continue directly with the following steps:

Save & Next >
BN

3.1.2 Step 2: Enter certificate information (if applicable)
This section only becomes accessible depending on the Risk Class information provided
and additional properties in the Basic UDI-DI and applies to certificates issued by the
Notified Bodies (NBs).

NOTE

g Certificate Information for registration of a device and its Basic UDI-DI registration
is applicable only when its confirmation by the Notified Body from the certificate
registration is required (as specified in Art 29(3) MDR/Art 26(2) IVDR).

In Annex — Device Certificate Information [109] you can find the different cases in which
Certificate information is required and the type of certificate.

Register Regulation Devices 10



EUDAMED user guide

For certificate information, at least the following should be provided:
* whether EU type examination certificate is applicable.

+ the Notified Body (NB) responsible for the product certificate.

+ if known, the certificate identification.

Additionally, more information on the certificate type could be required depending on the
risk class and properties specified for the Basic UDI-DI. For the NB, enter some or all

of the NB name or number, click Find and choose the correct NB from the new window.
EUDAMED does not verify whether the NB is the right one for your device.

If known, enter the certificate number and revision number and click Save or Save &
Next.

Certificate information

EU typa-examination certificate if applicable

Yas a Mo a EU typo-sxnrmination cortificate ks roquinsd unlngs you selact the oplion - No

* Enter NB number or name:

Cartificate number: Ravision number

B T

NOTE
Notifications to MFs and ARs

When a new Product Certificate has been registered in EUDAMED both the MF and, if
applicable, the AR are notified.

3.1.3 Step 3: Enter UDI-DI identification information

™) VIDEO: UDI carrier and display formats

Please note that this video does not contain sound.

Register Regulation Devices
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1. Select the Issuing Entity from the drop-down list and enter the UDI-DI code.

If the same UDI-DI code was already provided for a Legacy Device (i.e. applicable
legislation MDD, AIMDD or IVDD), you will be prompted that a link will be created
between the two devices (the Regulation and the Legacy Device) on the condition
there is no conflict between some of the Basic UDI-DI properties and the related
legacy device EUDAMED DI properties. In case of conflict, the system will prevent
you from using the same UDI-DI.

NOTE

S In the case your chosen Issuing Entity is GS1, the UDI-DI code you enter must be
a 14-digit code including the check digit that will be used by EUDAMED to validate
the UDI-DI code. If your GS1 UDI-DI (GTIN code) is shorter than 14 digits (check
digit included), when populating EUDAMED field please add leading zero(s) until
you reach 14 digits.
For example:
000000nnnnnnnn (GTIN-8)
0Onnnnnnnnnnnn (GTIN-12)

Onnnnnnnnnnnnn (GTIN-13)

Register Regulation Devices 12
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NOTE
3 When registering a Master UDI-DI code, a specific format validation algorithm is
applied when the issuing entity is GS1:

* For Standard soft contact lenses and Standard Rigid Gas Permeable (RGP)
contact lenses the system applies the GMN format validation algorithm.

* For Made-to-order soft contact lenses and Made-to-order Rigid Gas
Permeable (RGP) contact lenses the system applies the GTIN UDI-DI format
validation algorithm.

2. If applicable, enter the Secondary UDI-DI from a different Issuing Entity to the UDI-DI:

UDI-DI identification

UDI-DI identification

* Issuing Entity * UDI-DI code

GS1 v

UDI-DI from another entity (secondary) applicable

Yes O No 6 UDI-Di from another entity is required unless you select the option - No

* Issuing Entity " Secondary UDI-DI value

NOTE

g Secondary UDI-DI may exist due to the fact that the manufacturer changed issuing
entity. The UDI-DI assigned to the device being registered from the previous
issuing entity can be referenced in EUDAMED together with the new one.

3. Enter the EMDN code, click Find and select the correct one from the list:

* Enter a nomenclature code (EMDN code):

Advanced search of device nomenclature

Selected nomenclature codes

Code A0101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY Remove nomenciature code

SYSTEMS

NOTE
3 MDR and IVDR require that an internationally recognised medical devices
nomenclature is used when registering devices in EUDAMED. The nomenclature

to be used according to MDR/IVDR is EMDN.

Register Regulation Devices 13
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NOTE
Search for Nomenclature codes (EMDN)

Click on Advanced search of device nomenclature to search by partial code
name and view the list of codes alphabetically:

Find the code

EMDN Code: EMDN Description:

A DEVICES FOR ADMINISTRATION, WITHDRAWAL AND COLLECTION

A01 NEEDLES
A0101 NEEDLES FOR INFUSION AND SAMPLING
A010101 HYPODERMIC NEEDLES
A01010101 HYPODERMIC SYRINGE NEEDLES

© A0101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY SYSTEMS
© A0101010102 HYPODERMIC SYRINGE NEEDLES, W/QO SAFETY SYSTEMS
A01010102 HYPODERMIC PEN NEEDLES

© A0101010201 HYPODERMIC PEN NEEDLES, WITH SAFETY SYSTEMS

© A0101010202 HYPODERMIC PEN NEEDLES, W/O SAFETY SYSTEMS
© A01010199 HYPODERMIC NEEDLES - OTHER

x Close '

'y

EMDN Code updates

EMDN codes may get updated and therefore have a version history, which is
indicated by an information icon.

Click on the information icon to view details about a code’s versions and status:

Register Regulation Devices
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Find the code

EMDN Code: EMDN Description:

© Nomenclature already selected

B010101 AUTOLOGOUS BLOOD COLLECTION BAGS

B01010101 AUTOTRANSFUSION BAGS, WITH FILTERS AND KITS

O B0101010101 AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS o

(SR - DL () VVELUS]  B0101010101: AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS: Active
[Version From Action Term

2 | 20251031 | Scopereduced | AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS
© B0101010201 AUTOTRANSFUSI| 1 2025-01-01 Inserted AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS

B01010102 AUTOTRANSFUSION BA(Q

© B0101010202 AUTOTRANSFUSION DOUBLE BAGS, W/O FILTERS AND KITS
© B0101010203 AUTOTRANSFUSION TRIPLE BAGS, W/O FILTERS AND KITS
O B0101010299 AUTOTRANSFUSION BAGS, W/O FILTERS AND KITS - OTHER

cancel

How does an EMDN code update affect my device?

1. If an EMDN code gets scope-extended or corrected, the device entry is not
affected and no action is necessary.

Register Regulation Devices
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Find the code

EMDN Code EMDN Description

Loz

o MNomenclatune already selected
TURE INSTRUMENTS. REUSABL
12011 NEEDLES AND APF
L020101 NEED ARMEN 1

LOZ20102 NEED ARMEN 2
L020103 NEED ARMEN 3

L020104 NEED ARMEN 4
L0202 SUTURE NEEDLES, REUSABLE e'

Lo0Z2: SUTURE NEEDLES, REUSABLE: Active

Version From Action Term
2 H25-10-11  Scope extended  SUTURE NEEDLES, REUSABLE
1 02501401 Insarted SUTURE NEEDLES, REUSABLE

L020501 NEEDLE HOLDER ARMEN 1

LD20502 NEEDLE HOLDER ARMEN 2 - CORRECTED o
L0206 GROOVED PROBES, REUSABLE
L0207 KNOT PUSHERS, REUSABLE

ATORS, REUSABLE

LOZ20801 MULTIPLE CLIPS APPLICATORS FOR OPEN SURGERY, REUSABLE

L020802 MULTIPLE APPLICATORS OF CLIPS FOR VIDEO SURGERY, REUSABLE
L0299 SUTURE INSTRUMENTS, REUSABLE - OTHER

E-\‘a nte'

2. If an EMDN code gets discarded (inactive status), split or scope-reduced, the
system will issue a warning (UDI/ details section):

UDI-DI 2222218932755260 = See UDLDI(s) lst (1)

UDLDI details UDI-DI details Delete

Product original manufacturer
Version 2 [Draft] | Last updain dole: i 2095-11-03

Market Information

UDI-DI code: 2222218932755260
Container Package Information

Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) Yes

applicable:

Secondary UDI-DI code: 22222189327552602
Issuing Entity: IFA

Selected nomenclature codes

Code L0204 STAPLE REMOVERS, REUSABLE

WARNING
Discarded (as of 2025-10-31)

Depending on the specific case, the system may prompt the user to remove the
obsolete EMDN code before creating a new device version with the correct EMDN
code. In such cases, the user will receive EUDAMED and email notifications.
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EUDAMED Notification

Showing 110 3 of 3 entries Time received Li

EEZN & 20251107 | Email
UDUDevice - UDID-027: Change of EMDN code version

Due 1o a new version of the EMDN that has been enlered in EUDAMED. it has been identified that your Actor DE-MF-000001601 - Fahey Group could need to create a new version of some of your
device(s) to change their assigned EMDN code(s)

For EMON code(s) ‘Discarded’ and 'Spiif, the change is mandatory, while for 'Reduced scope' it can be if the term description would not cover your device anymore.

The foliowing EMDN code(s) assigned 1o your device(s) have been discarded
L0204 - STAPLE REMOVERS, REUSABLE

The foliowing EMDN code(s) assigned to your device(s) have been spiit
L0201 - NEEDLES AND APPLICATORS FOR LIGATURES, REUSABLE, L0205 - NEEDLE HOLDERS, REUSABLE

The foliowing EMDN codes) assigned to your device(s) have their term description changed that reduces their scope
L0203 - NEEDLE CONTAINERS, REUSABLE

Email Notification

MDR Eudamed

- European
Commission

UDID-027: Change of EMDN code version

Due to a new version of the EMDN that has been entered in EUDAMED, it has been identified that
your Actor BE-MF-000001841 - EuUMF-NECULA could need to create a new version of some of your
device(s) to change their assigned EMDN code(s).

For EMDN code(s) 'Discarded’ and 'Split’, the change is mandatory, while for 'Reduced scope’ it can
be If the term description would not cover your device anymore.

The following EMDN code(s) assigned to your device(s) have been discarded:
Z11010101 - SINGLE ENERGY LINEAR ACCELERATORS - ARMEN REDUCED

CNS (Corporate Motification System)
You can change your notification preferences here

4. If applicable, enter the trade name (as specified on the device label) and select its
related language (select All languages if not language-dependent):

Trade name applicable

Yes O No € Trade name is required unless you select the option - No
* Trade name: * Select the language:
Trade_Name_ 01 I v

@ At oo o —

5. Enter the Reference/Catalogue number:

* Reference/Catalogue number:

REF_TEST

Register Regulation Devices
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NOTE
S For a Master UDI-DI, if there are multiple Reference/Catalogue numbers, you may
enter "many" as the value:

Reference/Catalogue number

e If you have more than one Reference/Catalogue number, please enter the word 'many’

* Reference/Catalogue number

many

6. Specify whether the device is directly marked or not:

+ If the device is directly marked, you must either indicate it is the same as the
UDI-DI or enter the UDI-DI and issuing entity of the Direct marking DI.

* Is the device directly marked?

& Yes » No

[0 Same as UDI-D
* 155uing Entity: * Direct marking DI

NOTE
g Direct Marking UDI-DI is not applicable for a Master UDI-DI. The field is set to No
and it is greyed out.

7. If the device is not directly marked and the base quantity of the device is greater
than one, you may enter the Unit of Use DI and its issuing entity:
* The same Unit of Use DI (UoU DI) can be used for different UDI-Dls in case
several units of the same device have different root packaging (each one having a
different UDI-DI).

* Is the device directly marked?

Yos ® No

Issuing Entity Unit of Use Di

NOTE
q The Unit of Use DI and its Issuing Entity fields are not applicable for a Master
UDI-DI. They are set to No and they are greyed out.

8. If the base quantity is less than two, then no Unit of Use DI (UoU DlI) is provided:
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*Is the device directly marked?

% ) Yes @ No

* Quantity of device

| 1

*Type of UDI-PI
[ Lot or Batch number
[0 serial number
[0 Manufacturing date
[ Expiration date

NOTE
Q For a Master UDI-DI, please indicate the maximum number of devices for the
Quantity of Device:

Quantity of device

o Please indicate the maximum number of devices. Bk

* Quantity of device:

20

9. Select the Type of UDI-PI. The UDI-PI is the production identifier for each unit. The
different types of UDI-PIs include serial number, lot number, software identification
and manufacturing or expiry date or both types of date, depending on how the device
is produced.

10. Enter any additional pertinent information about the device, select the language in
which the additional information is provided and enter a URL (web address) for
additional information online if applicable:

Additional product description Select the language
r 1 1
Product Description v
Bulgarian
8
Croatian
@ Czech
Danish
o Add additional product description in another language Dutch
English

URL for additional information (as electronic instructions for use)

11. Specify the status of the device by selecting whether it is On the EU market, Not
intended for the EU market or No longer placed on the EU market and click Save or

Save & Next:
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* UDI-DI status
No longer placed on the EU market
@ Not intended fog_the EU market

On the EU market

NOTE
g A device not intended for the EU market may also be registered in EUDAMED.

3.1.4 Step 4: Enter UDI-DI characteristics

1. Specify clinical size for the device if applicable and choose the dimension and the
precision values in the drop-down lists below:

NOTE

g When the selected Clinical size type has the option Other, users will be required to
enter the Description of the Clinical size type and the language of description. The
same applies for Measure unit.

In case both the Clinical size and Measure unit have the option Other, the
description for the two fields needs to be provided in the same languages.

Clinical size applicable

Yes o No ecuwmuwmwmmmﬂmm-m

Select type(s) of dimension you need

* Type:

Freguency w
* Precision: * Minimum: * Maximum: * Measure unit:
Range ~ 50 60 hertz (Hz) ~

o Add a type of dimension

You must provide one of the following precision types:
* Range - requires minimum and maximum values and the measure unit

» Text —requires free text entry
» Value — requires the size and the measuring unit
You may add several clinical sizes by adding different types of dimensions, but only

one dimension for a given type.
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2. Specify if the device is labelled as single use.
Single use device
When the device is not labelled single use you must provide the number of reuses if
applicable:
 If the Maximum number of reuses is not applicable, then the device is considered
as non-single use Device and it does not have a maximum number of reuses
(infinite number of reuses)

* If value provided is >=1, the device is considered as a non-single use Device
having a limited number of reuses (the value provided)

* Labelled as single use

Yes @ No

Maximum number of reuses applicable

Yes C) No ﬂ Maxdmum number of reuses is required unless you select the option - No

If applicable, should be understood to cover those devices where based on clinical evidence and as a result of the risk
management process, a manufacturer has demonstrated a maximum number of reuses, which should not be surpassed.
MDCG 2018-1 provides further information.

* Maximum number of reuses:

2

3. Select Yes or No for each of the options below:

* Need for sterilisation before use

Yes No

* Device labelled as sterile

Yes No

* Containing latex

Yes No

NOTE
Containing latex is only for MDR, not applicable for IVDR.

4. For MDR devices, enter the information on whether the device contains any
substance which could be CMR (carcinogenic, mutagenic, or toxic for reproduction)
and/or Endocrine disruptor substances if applicable. When specifying CMR and/or
Endocrine disruptor substances you may provide the EC# or CAS#. If you do provide
them, only the Name of substance is required (the language is no longer required):
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* CMR/Endocrine disruptor
Labelled for presence of Carcinogenic, Mutagenic and toxic to Reproduction (CMR) substances of category 1A or 1B

® Yes No
" Category of CMR
@ 1A 1B

o At least one of these fields (EC# or CAS#) must be filled in

EC# CAS#
‘ Pi(X.770-8 ECHA database >

" Name of the substance

o Add a CMR substance

Labelled for presence of substance(s) with endocrine-disrupting properties

Yes No

5. Fillin the Storage/handling conditions section:

Storage/handling conditions, if applicable

Yes O No o Storage/handling conditions are required unless you select the option - No
* Storage/handling conditions type: Description:
b
N

o Add another storage/handling_condition

NOTE

For Storage/handling conditions type Other, users must enter the Description of
the Storage/handling condition type and the description's language.

6. Fillin Critical warnings or contra-indications, and click Save or Save & Next:
Critical warnings or contra-indications, if applicable
Yes a No o Critical warning or contra-indications are required unless unless you select the option - No

* Critical warning type * Description

’ Caution: Contains of presence of Test

Defibrillation-proof type CF applied part

o Add critical warnings or contra-indications

Save & Nex' >
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NOTE

3 For Critical warning or contra-indications type Other, users must enter the
Description of the Critical warning or contra-indications type and the description's
language.

3.1.5 Step 5: Enter additional device information

1. For MDR, specify if it is a reprocessed single use device and if it has an intended
purpose other than medical (Annex XVI):

Device information
* Reprocessed single use device
Yes No

Y
* Intended ﬁurpose other than medical (Annex XVI)

Yes No

2. If you select Yes for the Intended purpose, select the relevant purpose(s):

* Intended purpose other than medical (Annex XVI)

® Yes No

Contact lenses

Products intended to be totally or partially introduced in the human horjg,i

[] Substances, combinations of substances, or items intended for f ling by injection
[ Equipment intended to be used to reduce, remove or destroy adipose tissue

O High intensity electromagnetic radiation

[] Brain electrostimulation

NOTE
g When registering a Master UDI-DI for contact lenses, if you select Yes for Annex
XVI, the list of possible choices will not be displayed, as it is already predefined.

3. The (legal) manufacturer may use another natural or legal person(s) for design and
manufacturing activities. However, the (legal) manufacturer, as defined by MDR and
IVDR always bears the sole responsibility for device compliance.

Select Yes or No if the device was designed and manufactured by another legal or

natural person.

If Yes, there are two ways to find the Product original manufacturer of the device:

» Check the box I know the Actor ID/SRN, enter the Actor ID/SRN or name of the
Product original manufacturer of the device and click Check registry:
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Is the device designed and manufactured by another Iegal or natural person?
o (I o

| know the Actor ID/SRN

* Enter Actor ID/SRN or name:

‘ Q  Check registry

NOTE

Check the box I know theActor ID/SRN in order to search for an existing
registered Manufacturer Actor either by SRN or by name.

Select the Actor from the list:

xClose

Select manufacturer

Actor ID/SRN It Organisation name It

NL-MF-000000041 Medical Device Manufacturer

AU-MF-000004268 Trusted NonEUMF

AS-MF-000004249 Non_EU_MF_R3.3_Shriya S
BE-MF-000004247 Bel_MF_R3.3_Shriya

US-MF-000003888 The Americans

US-MF-000004107 Ohio Pharmaceuticals

CO-MF-000004129 Non_EU_MF_3.2_Shriya

BE-MF-000004128 MF_BE_R3.2_Shriya

EL-MF-000004067 VIANEX S.A.

Al-MF-000004047 AR Aguilla lonut 2nd

2 . ; 9

* Enter the name of the Product original manufacturer organisation name and click
on Check registry:
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Is the device designed and manufactured by another legal or natural person?
5
e (O o

1 1 know the Actor IDISRN

* Product original manufacturer organisation name:

Q. Check registry

Select the Organisation name from the list:

xClose

Select manufacturer

Organisation name 1t

PDasOrg (3)

PDasOrg (2)

MANUF-1(1)

Select the relevant result above. If there are no results or they are not applicable, please select the option 'Enter
data manually'

Enter data manually Cancel

If the Organisation name is not on the list, click on Enter data manually and fill
in the required fields with the details on the Product original manufacturer of the
device:
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# Change manufacturer
* Name (Manufacturer Name):

PoMasOrg

Street information, if applicable

Yes a No o Street information is required unless you select the option - No
* Street: Street number:
Via de Rosso 10

Address line 2:
PO box:

* City name: * Postal code:

Milan

* Country:

Telephone:

Telephone format example: +32 x X000 XX XX

* Email:

4. Select Yes or No to provide the Clinical Investigation/Performance study reference for
the current device:

Clinical Investigation / Performance Study

Yes o Mo o Thie nformabion s requered unless. you select Mo’

Clinical Investigation / Performance Study conducted inside EU?:

Yes

TS ——

MNo

5.  When registering the devices under MDR, select Yes or No to fill information on
tissues and cells, and information on substances:
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* Tissues and cells
Presence of human tissues or cells, or their derivatives:

O Yes ® No

Presence of animal tissues or cells, or their derivatives:

® Yes O No

Presence of cells or substances of microbial origin:

O Yes ® No

*'New' Device

@Yes ONo

If you answer Yes to Information on substances, enter the details:

* Information on substances
Presence of a substance which, if used separately, may be considered to be a medicinal product

@ Yes O Mo

INN:

]

* Mame of the substance: * Select the language:

| || -
o Add another language

o Add a substance

Presence of a substance which, if used separately, may be considered to be a medicinal product derived from human blood or

human plasma:

O Yes @ No

For IVDR, select Yes or No to fill information on tissues and cells and specify if the
device is new.

NOTE
A device shall be considered new if:

* There has been no such device continuously available on the Union market
during the previous three (3) years for the relevant analyte or other parameter.

* The procedure involves analytical technology not continuously used in

connection with a given analyte or other parameter on the Union market during
the previous three (3) years.

6. Choose a Member State in the dropdown list where the device is or has been first
placed on the EU market, and click Save or Save & Next:
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* Member State where the Device is to or has been first placed on the EU market:

France v

Member States where the device is or is to be made available on the market:

Finland From To

Eb

YYYY-MM-DD YYYY-MM-DD

France From To

YYYY-MM-DD YYYY-MM-DD

Select one or more countries ¥

NOTE

g The countries where the device is or is to be made available on the market are
mandatory, to be provided when the device’s status is On the EU market and
device’s risk class is not risk class | (MDR) and not risk class A (IVDR).

NOTE
Q It is possible to enter this information for all risk classes and this may be helpful for
users searching for information on devices available in a particular MS.

3.1.6 Step 6: Enter container package details

&) VIDEO: UDI carrier placing

Please note that this video does not contain sound.

1t
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NOTE
S Some devices may have more than one packaging level. In that case, each higher level
of packaging shall have its own unique UDI. MDR and IVDR define packaging levels as
the various levels of device packaging that contain a defined quantity of devices, such
as a carton or case.

Click on Add container package when there is a higher packaging level for the root
UDI-DI:

o You are not obliged to provide container package(s) UDI-DI before submitting this request

o Add container package

Each package level requires a unique UDI-DI assignment.

Start by registering the container package associated with the root UDI-DI (also
known as the primary UDI-DI). You may add multiple levels and container packages.
Input the Issuing Entity, UDI-DI code for the package, Quantity per package, select
the Package status and then click Save:

xClose
Add container package
[— s
AN container package UDI-DI for UDI-DI product-original-manufacturer
* Issuing Entity: * Package UDI-DI code: * Quantity per package: Total number of devices
v 1 1
* Package status
No longer placed on the EU market
J Not intended for EU market
® On the EU market
NOTE
If the UDI-DI already exists in EUDAMED, the system will prevent you from
saving.
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2.

Register Regulation Devices

NOTE

g If the status of the device for this container package is either No longer placed on
the EU Market or Not intended for the EU Market, the Package status options are
greyed out and any container package added to this device will automatically have
the same Package status as the device.

NOTE
3 When registering a Master UDI-DI code, a specific format validation algorithm is
applied when the issuing entity is GS1:

* For Standard soft contact lenses and Standard Rigid Gas Permeable (RGP)
contact lenses the system applies the GMN format validation algorithm.

* For Made-to-order soft contact lenses and Made-to-order Rigid Gas

Permeable (RGP) contact lenses the system applies the GTIN format
validation algorithm.

Select the generated information and click Submit:

Container package(s)

0 You are not obliged to provide container package(s) UDI-DI before submitting this request.

o Add container package ° Edit container package Delete container package

[Root] UDI-DI: product-original-manufacturer (ICCBBA) | Status: On the EU market

@ UDI-DI: boxxx-6 (ICCBBA) | Quantity per package: 10 (10) | Status: On the EU market

Save m prﬁ I‘IIO\.“;

Users with Confirmer profile can submit the device registration in the pop-up window.
The device will be then registered and publicly available:
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%*Close

Submission

Are you sure you want to submit your UDI-DI registration request?

E Status of your request

Your request has been saved and is ready to be submitted.

’ ' ‘ Outcome by email

The outcome of the examination will be communicated to the email address provided.
Meanwhile, you may view your data and the progress of the examination by visiting "See
my pending requests” in your EUDAMED account.

Submit my request | Cancel

4. The screen will display a success message:

Basic UDI-DI registration

o Congratulations. You have successfully submitted your Basic UDI-DI registration request.

What do you want to do now?

Enter another UDI-DI associated to Basic UDI-DI 12121233333333345HG

Register new Basic UDI-DI

mm%mm

3.2 Register a regulation device and its
UDI-DI for an existing Basic UDI-DI

1. On the EUDAMED Dashboard, select Manage your Basic UDI-DIs/ EUDAMED Dls:
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Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

UDI-Dis/Device User management

My Actor data
'm hY

Register a new Basic UDI-DI Assess user 3c0EsE rEquUests
Registar a legacy dav-ﬁ Mznage your users
Manags your Basic UDI-Dis | EUDAMED Dis I

Wanage your device details

Manage your actor data
Manage your emai notifications

Machine to machine data delvery
preferences

NOTE

S If you wish to register a regulation device, belonging to Basic UDI-DI already
registered, the registration process is simplified, since some device details are
already available in EUDAMED. Therefore, the registration starts by selecting the
Basic UDI-DI.

2. Filter the Basic UDI-DIs/ EUDAMED Dils in state Submitted or Registered:

New devices and their UDI-DIs can be added only to Basic UDI-Dls that are in state
Registered or Submitted:

Basic UDI-DIs / EUDAMED Dls management

| Go to Device deiails management » | Register a new Basic UDI-DI Register Legacy Device

Applicable regulation Risk class State
| . v | - | Registered v ‘
Device type Basic UDI-DIVEUDAMED DI Code SRN AR

“You can select more than one value | | | | ‘

Apply filters Clear all filters

Active filters:

| state: Dratt | Clear all fiters

Showing 1to 12 of 12 entries Show enfries per page

Basic UDI-DI/EUDAMED DI Code It i Device Name It Risk class Date 1= Actions

121 292912129%2 Test Class lla 2021-03-31 @ 1st Draft

1M11184FG4G223694YC o Devi D Class llb 2021-03-13 ® 1st Draft
—

3. From the results, find the Basic UDI-DI for which you wish to add a new device and
its UDI-DI. Click on the three dots on the right and click on Add a UDI-DI to this Basic
UDI-DI | Add a Master UDI-DI to this Basic UDI-DI.

Register Regulation Devices 32



EUDAMED user guide

Basic UDI-DIs / EUDAMED DIs management

| Go fo Device details management » |

Reqgister a new Basic UDI-DI Register Legacy Device

Fitter T

Active filters:
| state: Registered | Clear all filters

Showing 1 to 20 of 21 entries

Basic UDI-DIVEUDAMED Di Code I

Device model It

Show entries per page

Device Name |1

1234503276 o Model OP Class Ilp 2021-03-30 ® Registered

1234503072 O MOdel 83 Class lln 202103 @ ‘iewData

1234501VP o Model 1 Mame 14 Class I 202103 @ VEw 3IUDI-DIs for iz Sasic UDLDI
I + Add s UDI-DI to this Basic UDLDI I

B-555808900698 O MyModel 111 MyDeviceNama 111 Class | 2021-03-

1234500VM o Model 550 Class lla 2021-03-08 ® Registered

1234500462 0 Model 9 Class llb 2021-03-08 ® Registered

B-2203615490541 o Model abc Name abc Class lla 2021-03-04 ® Registered

4. Complete the steps required for the registration of a UDI-DI for an existing Basic UDI-
DI (Step 3: UDI-DI identification information [11], Step 4: UDI-DI Characteristics [20],
Step 5: Device information [23], Step 6: Container Package Details [28]):

Add new UDI-DI to existing Basic UDI

Manufacturer identification
BE-MF-000000004, Alexandru Release

Basic UDI-DI identification
Applicable regulation: MOR (REGULATION (EU)
2017745 on medical devices)

Basic UDI-DI code: 1234503276
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in
itself?

Ho
Special device type: Mo

5.  When you have completed all steps, click Submit my request to submit the new
device registration request:

Register Regulation Devices

o 2 3 1
oo

uDi-ol Device Container
identification char nformation package(s)
information

UDI-DI identification

UDI-DI identification
* Issuing Entity * UDI-DI code

GS1 v | |

UDI-DI from another entity (secondary) applicable

Yes()No

o UDI-DI from anather eniity is required unless you select the option - No

* Enter a nomenclature code (EMDM code):

Advanced search of device nomenclature
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=xClose

Submission
Are you sure you want to submit your UDI-DI registration request?

Status of your request

“Your request has been saved and is ready to be submitted.

Outcome by email

After submission, the Regulafion device will have the state Registered, being available
also on the EUDAMED Public website. You may view your data by visiting "Manage your
Basic UDI-DIs/EUDAMED IDs" and "Manage your device details" page.

Submit my request | Cancel

Register Regulation Devices
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4 Register System or

Procedure Packs (SPP)

4.1 Register Basic UDI-DI together with a
UDI-DI for a System or Procedure Pack

Registering System or Procedure Packs is only possible for users belonging to an actor
that is a System and Procedure Pack producer.

4.1.1 Step 1: Enter SPP and Basic UDI-DI main
information

1. On the EUDAMED dashboard, click on Register a New System Procedure Pack:
Tasks

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.

System or Procedure Pack

Register a new System Procedure Pack

Manage your Basic UDI-Dls
Manage your UDI-Dls

2. Next, specify the Issuing Entity and the Basic UDI-DI code:

System or Procedure Pack registration

Procedure pack producer identification
Organisation name: : AR_SPPP
SRN: BE-PR-000000062
Address: 8686 Brussels
Telephone number:

Email: ar_sppp@abc.com

Applicable regulation
MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI main information

* Issuing Entity * Basic UDI-DI code

* System or Procedure Pack type:

© Procedure Pack

© System

Save & Next >

NOTE
g Only legislation MDR (Regulation (EU) 2017/745 on medical devices) is possible
for system and procedure packs (selected by default).
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If the Basic UDI-DI code already exists in EUDAMED, the system will prevent you
from saving — a Basic UDI-DI must be unique:

System or Procedure Pack registration

Procedurs pack producer dentification

o g PR

e LAk LT S AR

e o WY e

Salaptare reskas o el B B

LLot g B o e
Appirabis rigulatica

WA (A, AT (1) 5 O s el divnmn

Basic UDI-0N main Information
= mepgry Lrmdy = e LA roni
he w R )

D0 i i b e s Bt

3. Choose if you are registering a system or procedure pack and click on Save & Next
to save your registration as a draft and move on to the next steps:

* System or Procedure Pack type:

i Procedure Pack

2 System

4.1.2 Step 2: Basic UDI-DI information

Enter the Basic UDI-DI information:
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System or Procedure Pack registration

o 2 3 1

Producer identification Basic UDI-DI UDIDI UDLDI Container
R AL ST information Wentfoaton charactesistics package(s)

Basic UDI-DI information
Basic UDI-DI identification * Risk class
Applicable regulation: MDR (REGULATION (EU)
2017/745 on medical devices)

Basic UDI-DI code: 1212112121212DL " Indication of medical purpose: " Select the language:

Issuing Entity: GS1 - w

System or Procedure Pack type: Procedure Pack

]
©) 200 anover noiceton of medical purpose
Device model applicable
Yes C’ No 6 Device mode! is required by default unless you select the option - No
* Model:
Name:

Save ENext >

1. Choose a Risk Class from the drop-down (it must be the highest risk class of devices
that are part of the system or procedure pack):

Producer identification Basic UDI-DI UDLDI UDLDI Gontainer
BE-PR-000000062, AR SPPP information entiion characleristios package(s)

Basic UDI-DI information
Basic UDI-DI identification * Risk class
Applicable regulation: MDR (REGULATION (EU)
2017/745 on medical devices)

v ‘

Basic UDI-DI code: 1212112121212DL * Indicalion of medical purpose: * Select the language:

2. Fillin the indication of medical purpose and select the related language from the
drop-down list.

= v
2017/745 on medical devices) ‘ ‘

Basic UDI-DI code: 1212112121212DL * Indication of medical purpose: * Select the language
Issuing Entity: GS1 — v

System or Procedure Pack type: Procedure Pack

o Add another indication of medical purpose

If you add the indication in multiple languages, click on Add another indication of
medical purpose and select its language.

Select Yes or No if Device model is applicable and, if so, enter the Device model and
a device name if there is one. Otherwise, enter only a Device name:

Device model applicable

Yes C) No 6 Device model is required by default uniess you select the option - No

* Model
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3. Click Save to save your registration as a draft, or click Save & Next to save it as a

draft and continue to the next steps:
[ |

= |
4.1.3 Step 3: UDI-DI identification information

1. Select the Issuing Entity from the drop-down and enter the UDI-DI code:
UDI-DI identification

UDI-DI identification
* lusuing Entity: * DD podo:

G5l w

NOTE

In case your chosen Issuing Entity is GS1, the UDI-DI code you enter must be a

14-digit code including the check digit that will be used by EUDAMED to validate
the UDI-DI code. If your GS1 UDI-DI (GTIN code) is shorter than 14 digits (check
digit included), when populating EUDAMED field please add leading zero(s) until
you reach 14 digits.

For example:
+ 000000nnnNnnnnn (GTIN-8)
¢ 00nnnnnnnnnnnn (GTIN-12)

¢ Onnnnnnnnnnnnn (GTIN-13)

2. Enter the Secondary UDI-DI from a different Issuing Entity to the UDI-DI if applicable:
UDI-DI identification

UDI-DI identification
:{ssuwng Enlily g " UDI-DI code

‘651 V‘ ‘

UDI-DI from another entity (secondary) applicable

Yes o No o UDI-DI from another entity is required unless you select the option - No

* Issuing Entity: * Secondary UDI-DI value:

b4
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3. Enter the EMDN code, click Find and select the correct one from the list:

* Enter a nomenclature code (EMDN code):

Advanced search of device nomenclature

Selected nomenclature codes

Code A0101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY
SYSTEMS

Register System or Procedure Packs (SPP)
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NOTE
Search for Nomenclature codes (EMDN)

Click on Advanced search of device nomenclature to search by partial code
name and view the list of codes alphabetically:

Find the code

EMDN Code: EMDN Description:

A DEVICES FOR ADMINISTRATION, WITHDRAWAL AND COLLECTION

A01 NEEDLES
A0101 NEEDLES FOR INFUSION AND SAMPLING
A010101 HYPODERMIC NEEDLES
A01010101 HYPODERMIC SYRINGE NEEDLES

© A0101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY SYSTEMS
© A0101010102 HYPODERMIC SYRINGE NEEDLES, W/QO SAFETY SYSTEMS
A01010102 HYPODERMIC PEN NEEDLES

© A0101010201 HYPODERMIC PEN NEEDLES, WITH SAFETY SYSTEMS

© A0101010202 HYPODERMIC PEN NEEDLES, W/O SAFETY SYSTEMS
© A01010199 HYPODERMIC NEEDLES - OTHER

x Close '

'y

EMDN Code updates

EMDN codes may get updated and therefore have a version history, which is
indicated by an information icon.

Click on the information icon to view details about a code’s versions and status:

Register System or Procedure Packs (SPP)
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Find the code

EMDN Code: EMDN Description:

© Nomenclature already selected

B010101 AUTOLOGOUS BLOOD COLLECTION BAGS

B01010101 AUTOTRANSFUSION BAGS, WITH FILTERS AND KITS

O B0101010101 AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS o

(SR - DL () VVELUS]  B0101010101: AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS: Active
[Version From Action Term

2 | 20251031 | Scopereduced | AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS
© B0101010201 AUTOTRANSFUSI| 1 2025-01-01 Inserted AUTOTRANSFUSION DOUBLE BAGS, WITH FILTERS AND KITS

B01010102 AUTOTRANSFUSION BA(Q

© B0101010202 AUTOTRANSFUSION DOUBLE BAGS, W/O FILTERS AND KITS
© B0101010203 AUTOTRANSFUSION TRIPLE BAGS, W/O FILTERS AND KITS
O B0101010299 AUTOTRANSFUSION BAGS, W/O FILTERS AND KITS - OTHER

cancel

How does an EMDN code update affect my device?

1. If an EMDN code gets scope-extended or corrected, the device entry is not
affected and no action is necessary.

Register System or Procedure Packs (SPP)
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Find the code

EMDN Code EMDN Description

Loz

o MNomenclatune already selected
TURE INSTRUMENTS. REUSABL
12011 NEEDLES AND APF
L020101 NEED ARMEN 1

LOZ20102 NEED ARMEN 2
L020103 NEED ARMEN 3

L020104 NEED ARMEN 4
L0202 SUTURE NEEDLES, REUSABLE e'

Lo0Z2: SUTURE NEEDLES, REUSABLE: Active

Version From Action Term
2 H25-10-11  Scope extended  SUTURE NEEDLES, REUSABLE
1 02501401 Insarted SUTURE NEEDLES, REUSABLE

L020501 NEEDLE HOLDER ARMEN 1

LD20502 NEEDLE HOLDER ARMEN 2 - CORRECTED o
L0206 GROOVED PROBES, REUSABLE
L0207 KNOT PUSHERS, REUSABLE

ATORS, REUSABLE

LOZ20801 MULTIPLE CLIPS APPLICATORS FOR OPEN SURGERY, REUSABLE

L020802 MULTIPLE APPLICATORS OF CLIPS FOR VIDEO SURGERY, REUSABLE
L0299 SUTURE INSTRUMENTS, REUSABLE - OTHER

E-\‘a nte'

2. If an EMDN code gets discarded (inactive status), split or scope-reduced, the
system will issue a warning (UDI/ details section):

UDI-DI 2222218932755260 = See UDLDI(s) lst (1)

UDLDI details UDI-DI details Delete

Product original manufacturer
Version 2 [Draft] | Last updain dole: i 2095-11-03

Market Information

UDI-DI code: 2222218932755260
Container Package Information

Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) Yes

applicable:

Secondary UDI-DI code: 22222189327552602
Issuing Entity: IFA

Selected nomenclature codes

Code L0204 STAPLE REMOVERS, REUSABLE

WARNING
Discarded (as of 2025-10-31)

Depending on the specific case, the system may prompt the user to remove the
obsolete EMDN code before creating a new device version with the correct EMDN
code. In such cases, the user will receive EUDAMED and email notifications.
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EUDAMED Notification

Showing 1 1o 3 of 3 entries Time recetved L&

=20 & 2025107 | Email
UDIDevice - UDID-027: Change of EMDN code version
Due to a new version of the EMDN that has been enlered in EUDAMED, it has been identified that your Actor DE-MF-000001601 - Fahey Group could need to create a new version of some of your

device(s) to change their assigned EMDN code(s)

For EMDN code(s) ‘Discarded" and “Spiit, the change is mandatory, while for ‘Reduced scope’ it can be if the term description would not cover your device anymore.

The following EMDN co
L0204 - STAPLE REM

ssigned to your device(s) have been discarded
REUSABLE

The foliowing EMDN code(s) assigned to your device(s) have been spiit
L0201 - NEEDLES AND APPLICATORS FOR LIGATURES, REUSABLE, L0205 - NEEDLE HOLDERS, REUSABLE

The foliowing EMDN code(s) assigned 10 your device(s) have their term description changed that reduces their scope
L0203 - NEEDLE CONTAINERS, REUSABLE

Email Notification

“ European
Commission
UDID-027: Change of EMDN code version

Due to a new version of the EMDN that has been entered in EUDAMED, it has been identified that
your Actor BE-MF-000001841 - EUMF-NECULA could need to create a new version of some of your
device(s) to change their assigned EMDN code(s).

MDR Eudamed

For EMDN code(s) 'Discarded' and 'Split’, the change is mandatory, while for 'Reduced scope' it can
be if the term description would not cover your device anymore.

The following EMDN code(s) assigned to your device(s) have been discarded:
211010101 - SINGLE ENERGY LINEAR ACCELERATORS - ARMEN REDUCED

CNS (Corporate Motification System)

You can change your notification preferences here

4. If applicable, enter the trade name (as specified on the device label) and select its
related language (select All languages if not language dependent):

Trade name applicable

Yes O No o Trade name is required unless you select the option - No
* Trade name " Select the language:
Trade_Name 01 I v

OA I name in an r language

5. Enter the Reference/Catalogue number.
6. Select the Type of UDI-PI.
7. Enter any additional pertinent information about the System or Procedure Pack,

select the language of the additional information and enter a URL (web address)
for additional information online, if applicable:
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Additional product description Select the language

Product Description W

Bulgarian
TRy
@ Croatian

Czech

Danish

o Add additional product description in another language Dutch

English
URL for additional information (as electronic instructions for use)

8. Specify the UDI-DI status in selecting whether it is On the EU market, Not intended
for the EU market or No longer placed on the EU market and click Save or Save &
Next:

* UDI-DI status

No longer placed on the EU market
® Not intended fc_u_qjlhe EU market
2 On the EU rnarI:EI

4.1.4 Step 4: UDI-DI characteristics
1. Select Yes or No for each option regarding sterilisation:

V) o 3] .

Basic UDI-DI UDL-DI uUDi-on Conlainer
information identification characteristics package(s)
information

UDI-DI characteristics

* Need for sterilisation before use

Yes No

* Device labelled as sterile

Yes No [::g

2. If Storage/handling conditions are applicable, slide the toggle to Yes. Choose the
correct information from the list and provide a description where relevant:
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Storage/handling conditions, if applicable

Yes o No 0 Storage'handing condibons are required uniess you sekect the option - No

* Storage/Mandiing conditions type

OTHER * v

* Description * Select the language

Tesq "

®

o Add another storage/handiing condition

NOTE
g When the selected Storage/handling conditions type has the option Other, users
will be required to enter the Description of the Storage/handling condition type and

the description's language.

3. Do the same for Critical warnings or contra-indications, and click Save or Save &
Next:

Critical warnings or contra-indications, if applicable

Yes O No o Critical waming or contra-indications are required unless unless you select the option - No

* Crnitical waming type * Descniption

g Test

rillation-proof type CF applied part

[ fir
o Add cntical wamings of contia-indications

NOTE

S When the selected Critical warning or contra-indications type has the option Other,
users will be required to enter the Description of the Critical warning or contra-
indications type and the description's language.

4. Click Save to save draft and finish later or Save & Next to move directly to the next
step of the process:

Save & Next >
[ meri]
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4.1.5 Step 5: Container package details

&) VIDEO: UDI and Systems and Procedure Packs

Please note that this video contains sound.

L : |
L

1. Click on Add container package when there is a higher packaging level for the root
UDI-Dl:

6 You are not obliged to provide container package(s) UDI-DI before submitting this request

o Add container Qﬁﬁagg

A unique UDI-DI must be assigned to each package level. You add a higher container
package to the root UDI-DI if there is no container package UDI-DI yet, or to the
selected UDI-DI (you can add as many levels and as many container packages per
level as you have). Add the Issuing Entity, Package UDI-DI code and the Quantity per
package, select the Package status and click Save:

NOTE
S If the UDI-DI already exists in EUDAMED, the system will prevent you from
saving.
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xClose
Add container package
f .
A coniziner package UDI-DI for UDI-DI product-original-manufacturer
* Issuing Entity: * Package UDI-DI code: * Quantity per package: Total number of devices

= N 1 1

* Package status

O No lenger placed on the EU market
) Not intended for EU market

@® On the EU market

Save Cancel

NOTE
S If the status of the device for this container package is either No longer placed on
the EU Market or Not intended for the EU Market, the Package status options are
greyed out and any container package added to this device will automatically have
the same Package status as the device.

2. Select the generated information and click on Submit:

Container package(s)

o You are not obliged to provide container package(s) UDI-DI before submitting this request.

o Add container package ° Edit container package Delete container package

[Root] UDI-DI: product-original-manufacturer (ICCBBA) | Status: On the EU market

@ UDI-DI: boxxx-6 (ICCBBA) | Quantity per package: 10 (10) | Status: On the EU market

3. On the pop-up window, click on Submit my request:

Register System or Procedure Packs (SPP) 47



EUDAMED user guide

xClose I

Submission

Are you sure you want to submit your UDI-DI registration request?

E Status of your request

After submission, the System or Procedure Pack will have the state Registered, being
available also on the EUDAMED Public website. You may view your data by visiting
“Manage your Basic UDI-DIs” and "Manage your UDI-DIs” page

Submit my_rejgest Cancel

Upon submission, a success message will be displayed on the screen:
Registration of System or Procedure Pack

o Congratulations. You have successfully submitted your System or Procedure Pack registration request.

What do you want to do now?

Register new System or Procedure Pack

Goto !hegsnncafd

4.2 Register a new System or Procedure
Pack UDI-DI for an existing Basic UDI-DI

1. On the Dashboard, select Manage your Basic UDI-Dls:
Tasks

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

User management System or Procedure Pack
My Actor data
ASSEss USer access requesis Register a new System Procedure Pack
(@) Manage your users Manage your Basic UDI-Dis

Manage your UDI-Dis
Manage your actor data

Manage your emad nolifications

Machine to machine data delivery
preferences

2. Filter the Basic UDI-DlIs with the state Registered:
To do that click on the button Filter, then select Registered in the State box and then
click on the button Apply filters:
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Basic UDI-DI management for SPP

Go to device management

Register new System or Procedure Pack

Filter ¥

Basic UDI-DI code Name State

| I

| oran

Discarded

fres ]

Register,

Risk class System or Procedure Pack

Submitted

New UDI-DIs can be added only for Basic UDI-Dls in state Registered or Submitted.

3. ldentify the Basic UDI-DI for which you would like to add a new UDI-DI and click on
the ellipsis symbol to add it:

Basic UDI-DI code It UDI-Di(s) It Device model 1t Device Name 1t Risk class It Type It Date 1z State Actions
1212112121212DL o - Device Name Class lla PP 2021-06-10 ® Registered b
12345KT-Devices-3BY - - test Class | PP 2021-05-2 @ ViewData
223311445578899583F o SPP_Model Class | s [RRRCEY ® Vet sk UG Dle ou i Sanlc U-ON
mﬂDﬁD'_W’_LMM

4.2.1 Step 1: UDI-DI identification information

1. Complete all the necessary information in the UDI-DI identification information tab:

Register System or Procedure Packs (SPP)
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o 2 3

UDi-D1 UD8-Di Contaner
identification characlernisiics package(s)
information

UDI-DI identification

UDI-DI identification
" Issuing Entity " UDI-DI code

HIBCC w 121212

UDI-DI from another entity (secondary) applicable

Yes o No eml-mmmmsmmmmum-w

* Enter a nomenclature code (EMDN code):

Advanced search of device nomenclature

Selected nomenclature codes

Code AD1010101 HYPODERMIC NEEDLES FOR SYRINGE |
Trade name applicable
Yes a No e Trace name is required unlass you select the option - No
" Trade name: * Select the language:

Trade_Name Croatian W

" Reference/Catalogue number:

Ret_12124

REF_TEST

Ref 12134 b

LI Manuracunng oare
[0 Expiration date

2. Click on Save & Next to move to the next step:

)
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4.2.2 Step 2: UDI-DI characteristics

1. Fillin the fields for the UDI-DI Characteristics tab:
UDI-DI characteristics

* Need for sterilisation before use

Yes @& No

* Device labelled as sterile

Yes @& No

Storage/handling conditions, if applicable

Yes D No e Siorage’handing condibons ane requred uniess you salect the option - No

Critical warnings or contra-indications, if applicable

Yes @ No e Critical waming or contra-indications are required Uniess unkess you select the option - No

* Critical waming type Description

o Add critical warnings or contra-indications

2. Click Save & Next to move directly to the next step (or click Save to save your draft
for later).

4.2.3 Step 3: Container package details

To complete this step, please consult Container Package Details [46] of this guide.
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5 Manage your Device

information

5.1 Manage your device details and Basic
UDI-DI/EUDAMED DI

1. On the dashboard, click Manage your Basic UDI-DI/EUDAMED Dils:
Tasks

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

User management UDI-Dis/Device
My Actor data
Assess user access requests w1 Register a new Basic UDI-DI
{ 1] ) Manage your users Register a legacy device

Manage your %‘ﬁ-_lc UDI-Dis /| EUDAMED Dis

Manage your actor data
Manage your device details

Manage your emaid notfications

Machine to machine data delivery
preferences

2. You will see a list with all of the Basic UDI-DIs /EUDAMED Dils registered to the
current actor:

NOTE
S By default, the devices listed are the ones in draft state (not yet submitted, nor
registered). To retrieve devices in other states, use the filters.

Basic UDI-DIs / EUDAMED Dls management

| Go to Device details management » | Register a new Basic UDI-DI Register Legacy Device

Active filters:

| State: Draft | Clear all fitters

Showing 110 9 of 9 entries Show | 20~ | enlries per page

Basic UDI-DI/EUDAMED DI Code It Devices It Device model 1t Device Name It Risk class Date 17

B-12121EL Test Class lib 2021-04-01 @ 1st Draft

121211212105 Test Class lla 2021-04-01 ® st Draft

31212121121212133383 Device Model_Test_CLASS IIA_v3 Device Name Class lla 2021-03-16 & Draft

12121233333333343HC test Class | 2021-02-15 ® 1st Draft

1211421211211EW 0 Device Name Class lla 2021-04-01 ® Draft

12345ABCBY test Class | 2021-02-05 & 1st Draft

3. Click on the three dots on the right of the desired entry and then click on View Data
from the list:
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Date 17 State Actions

2021-06-09 ® Draft L aas

20214 @ V_'LQLt"’ /

# EditData

2021-

@  View all UDI-Dis for s Basic UDI-DI
2021-

4. You will see a summary of the details concerning your device and its Basic UDI-DI/
EUDAMED Dil:

CURRENTACTOR: Manufacturer, FR-MF-000004867, Martin-Moreau & Fils. [France] ¥Notifications

Basic UDI-DI 04072025TWDEMO-IVDR-AAH

| € Go to Basic UDI-DI/EUDAMED DI management

Basic UDI-DI details ~ UDI-DI(s) (1)

IBaswc UDI-DI details Basic UDI-DI details

Clinical Investigation / Performance Study
Version 1 [Current] | Last update date: B 20250703

Applicable regulation: IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
Basic UDI-DI code: 04072025TWDEMO-IVDR-AAH

Issuing Entity: GS1

Kit: No

Special device type: No

Risk class: Class A

Near-patient testing: Yes

Self-patient testing: No

Companion diagnostic: No

Reagent: No

5.1.1 Delete draft Basic UDI-DI/EUDAMED DI

After following steps 1, 2 and 3 from Manage your device Basic UDI-DI/EUDAMED DI
details [52] to view a Draft Basic UDI-DI/EUDAMED DI in state 7st draft, you have the
option to delete this draft.

1. Inside the View details page of the desired 1st draft, click Delete:

Manage your Device information
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CURRENTACTOR: Manufacturer, FR-MF-000004867, Martin-Moreau & Fils. [France] ®Notifications

Basic UDI-DI 697901234567893M

| < Go to Basic UDI-DIVEUDAMED DI management

Basic UDI-DI details  UDI-DI(s) (0)

IBasic UDI-DI details Basic UDI-DI details Delete

Clinical Investigation / Performance Study -
Version 1 [Draft] | Last updale date: i@ 2024-10-22

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)
Basic UDI-DI code: 697901234567893M

Issuing Entity: GSs1

Is it a System or Procedure Pack which is No

aDevice in itself?:

Special device type: No
Risk class: Class |
Implantable: No

2. A pop-up window will ask you to confirm the deletion.

The system also warns about simultaneous deletion of any associated device 1st
draft UDls:

Close
Delete Basic UDI-DI

Delete Basic UDI-DI and all its related elements? Basic UDI-DI has the following UDI-DI associated
* 546876

Continue operation?

Confirm Cancel

5.1.2 Update (create new version of the record) for
Basic UDI-DI/EUDAMED DI

Follow the steps in section Manage your device Basic UDI-DI/EUDAMED DI details [52] to
view a device and its Basic UDI-DI/EUDAMED DI.

1. Once inside the details page for the desired device and its Basic UDI-DI, click on
Create new version on the top right corner:
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CURRENTACTOR: Manufacturer, FR-MF-000004867, Martin-Moreau & Fils. [France] ®¥Notifications

Basic UDI-DI 04072025TWDEMO-IVDR-AAH

| < Go to Basic UDI-DI/EUDAMED DI management

Basic UDI-DI details ~ UDI-DI(s) (1)

IEasm UDI-DI details Basic UDI-DI details

Clinical Investigation / Performance Study _
Version 1 [Current] | Last update date: B 2025-07-03

Applicable regulation:
Basic UDI-DI code:
Issuing Entity:

Kit:

Special device type:
Risk class:
Near-patient testing:
Self-patient testing:
Companion diagnostic:

Reagent:

2. Update the desired details:
04072025TWDEMO-IVDR-AAH [version:; 2]

Create a new version of 04072025TWDEMO-IVDR-AAH

Basic UDI-DI code: 04072025TWDEMO-IVDR-AAH
Issuing Agency: GS1

Special device type: No

Risk class: Class A

Near-patient testing: Yes

Self-patient testing: No

Companion diagnostic: No

Reagent: No

Instrument: No

Professional Testing: No

Device model applicable

Yes () No € Device mocel avpicatie

* Device Name:

04072025TWDEMO-IVDR-AAH

GS1

No

No

Class A

Yes

No

No

‘ TW DEMQO - IVDR Class A

Presence of human tissues or cells, or their derivatives: No
Presence of animal tissues or cells, or their derivatives: No

Presence of a substance which, if used separately, may -
be considered to be a medicinal product:

Presence of a substance which, if used separately, may -
be considered to be a medicinal product derived from

human blood or human plasma:

Presence of cells or substances of microbial origin: No

“ Submit new version Cancel

3. To complete the action:

» Click Save to save to your registration as a draft and continue later.

+ Click Submit new version if you are certain about the update and wish to submit

it.
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Alternatively, click Cancel to cancel the update.

5.1.3 View historical versions of device data and its

Basic UDI-DI/EUDAMED DI

Follow the steps in section Manage your device Basic UDI-DI/EUDAMED DI details [52] to
view data on a device and its Basic UDI-DI/EUDAMED DI.

1. Once inside the details of the selected device and its Basic UDI-DI, click See version
history:

Basic UDI-DI data

Version 4 [Current] | See vergion ?E;oﬁ- Last upciate date: [l 2021-08-10

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)
Basic UDI-DI code: 12345-test-udi-1-HL

Issuing Entity: GS51

Is it a System or Procedure Pack which is Procedure Pack which is a device in itself

a Device in itseif?:

2. View the list of versions for the desired Basic UDI-DI and click on the version you
wish to view:

Basic UDI-DI 12345-test-udi-1-HL

I € Go back to the current version |

Version history of Basic UDI-DI 12345-test-udi-1-HL

Version 3 - Last update date: 2021-06-09 >
Version 2 - Last update date: 2021-06-09 >
Version 1 - Last update date: 2021-05-03 >

3. Inside a version, you can browse through the different versions by clicking on the
arrows at the top right corner:

[ € Go back to the current version ]

Version history of Basic UDI-DI 12345-test-udi-1-HL
I

See all version history (3 < Previous version [v1] | Next version [v3]»

Version 2 - Last update date: 2021-06-09

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 12345-test-udi-1-HL
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? Procedure Pack which Is a device in itself

Risk class: Ciass lib

Implantable: No
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5.2 Manage your device UDI-DI/EUDAMED
ID details

1.  On the EUDAMED dashboard, click on Manage your device details:
Tasks

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

UDI-Dis/Device User management
My Actor data
Register a new Basic UDI-DI Assess user scoess requests
-
] Register s legacy device Manage your users

Manage your Basic UDI-Dis / EUDAMED Dis

Manage your actor data
l Manage your device details l
Manage your email notifications

Machine to machine dsts delivery preferences

2. You will see a list:

Showing 1 to 20 of 50 entries Show entries per page

Reference/Catalogue number Nomenclature code Date

I

~ Basic UDI-DI code: 12345-DDD-05-6Z, Device Model: AAA, Class llb, MDR (REGULATION (EU) 2017/745 on medical devices)
12311ss AAA 0990PP 2024-06-25 On the EU market ® 1st Drait

*~ EUDAMED DI code: B-nlkoiVD, Device Name: odjcouwbfk, Class |, MDD (Directive 93/42/EEC on Medical Devices)

D-nlkoiVD 2024-06-25 On the EU market ® 1st Draft
~ Basic UDI-DI code: 88888888888BB, Device Model: test delete master UDI, Class |, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new Master UDI-DI
opo-91910 test delete master UDI RO191 2024-06-25 On the EU market ® Draft

*~ EUDAMED DI code: B-ivdd+generalFA, Device Model: AAA, IVD Annex Il List A, IVDD (Directive 98/79/EC on in vitro Diagnostic Medical Devices)

D-ivdd+generalFA 2024-06-21  On the EU market ® 1st Draft
~~ EUDAMED DI code: B-aimddP8, Device Model: SSw, AIMDD, AIMDD (Directive 90/385/EEC - Active Implantable Medical Devices)

D-aimddP8 2024-06-21  On the EU market ® 1st Draft

* EUDAMED DI code: B-mdd+cert6F, Device Model: ggg, Class lll, MDD (Directive 93/42/EEC on Medical Devices)

D-mdd+cert6F 2024-06-21  On the EU market ® 1st Draft
~ Basic UDI-DI code: 777777777770UZ, Device Name: aaaaaaaaaaaa, Class |, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new Master UDI-DI
HIB-020nbf q1211sdrw 2024-06-18  On the EU market ® 1st Draft
~ Basic UDI-DI code: 12345-master-udi-di-1-6C, Device Model: Master UDI-DI model, Class I, MDR (REGULATION (EU) 2017/745 on medical devices) o Add a new UDI-DI
12345756984101 sdsdfed as23r43x 2024-06-18  On the EU market ® 1st Draft oo
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NOTE

the filters:

By default, the system lists the devices in draft state. To retrieve other states use

Applicable regulation Status
X v - X v
Risk class Trade name (Master) UDI-DI/EUDAMED ID Code Basic UDI-DI/EUDAMED DI code
X v
Nomenclature code Properties Reference/Catalogue number
You can select more than one value
* State
Draft v
Apply filters Clear all ilters
)
Active filters:
State: Draft % Clear all filters

3. Click on the three dots on the right of the desired entry and then View data:

State Actions
® 1st Draft see
® View data

¢ Edit dat
‘ | ata

4. You will see a summary of the details of your device:
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UDI-DI u-123123MI9N = See UDIDI(s) list (1)

[ UDI-DI data OLETE
Product original manufacturer Version 6 [Draf] | See version bistory | Last update date- il 2023.08-15
Ll Ll UDI-DI code: u-123123MI9N

Container Package Information |ssuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code AD101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY SYSTEMS

Trade name
Trade name applicable: No
Reference/Catalogue number: fghgt

Is the device directly marked?

Is the device directly marked?: No

Quantity of device: 1

Type of UDI-PI

Lot or Batch number: Yes

Additional product description: gh [BG]

5.2.1 Delete draft UDI-DI/EUDAMED ID

Follow the steps in Manage your device UDI-DI/EUDAMED ID details [57] to view a draft
UDI-DI.

1.  Once inside the desired device's Draft UDI-DI, click Delete:
Basic UDI-DI 189655498498748H

| < Go to Device Details management

Basic UDI-DI details  UDI-DI(s) (1)

UDI-DI 54687i6 = See UDI-DI(s) list (1)

UDI-DI details UDI-DI details Delete
Product original manufacturer -
Version 1 [Drafq] | Last update date: B 2025-05-02

UDI-DI code: 54687i6

Container Package Information

Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code T01010202 NITRILE SURGICAL GLOVES

2. A pop-up message will ask you to confirm the deletion.

The system will also warn about simultaneous deletion of the associated Basic UDI-
DI, in case there is only this single device under it:
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xClose

Delete UDI-DI

Delete the UDI-DI, all its related elements and the associated Basic UDI-DI: 189655498498748H

Confirm Cancel

5.2.2 View details of a registered device and its UDI-DI/
EUDAMED ID details

1. On the dashboard, click Manage your device details:
Tasks

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

UDI-Dis/Device User management
My Actor data ] )
Regster 8 new Basic UDI-DI Assess user sccess requests
m \ Register a legacy device Manage your users

Manage your Basic UDI-Dis / EUDAMED Dis
Manage your device details

Manage your sctor data

Manage your email notifications

Machine to machine data delivery preferences

2. Select the option Registered in the State field and click Apply filters:
Device details management

Go to Basic UDI-DI/EUDAMED DI management ¥ |

Filter ¥

Applicable regulation Status
‘ - X v ‘ ‘ - X v ‘
Risk class Trade name (Master) UDI-DI/EUDAMED ID Code Basic UDI-DI/EUDAMED DI code
-~ |}l | | N
Nomenclature code Properties Reference/Catalogue number
You can select more than one value ‘ | ‘

* State

Registered v
Apply filters Clear all filters

Active filters:

| State: Draft 3¢ | Clear all filters

3. Alist of devices will be displayed. Click View data under the three dots of the relevant
entry:

Manage your Device information 60



EUDAMED user guide

Showing 1 to 20 of 454 entries Show entries per page

Lll;)I-DIlEUDAMED ID Code Trade name It Rl:ferencelcatalogue number Nlt]:menclature code Date 1% Status State Actions
~ Basic UDI-DI code: 777777777770UZ, Device Name: aaaaaaaaaaaa, Class |, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new Master UDI-DI
188727_00 aaaaaaaaaa 0101912 2024-06-17  On the EU market @ Registered

*~ Basic UDI-DI code: 109784903285972P5, Device Name: DV_NM-BRB, Class lla, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new UDI-DI
BRB-cd-1 brb-dev-rn 2024-06-11  On the EU market @ Registered
* Basic UDI-DI code: 12345-24.Q1-llb-mfs-2-XU, Device Model: 12345-24.Q1-lIb-mfs-2-XU, Class Ilb, MDR (REGULATION (EU) 2017/745 on medical devices)
brb-test-code BRB-RN 2024-06-11  On the EU market @ Registered

Generic D
1234524 Q1-lIbmis2XUs oo e evIee 1234524 Q1-lIb-mis-2.XU 2024-06-03  On the EU market ® Registered
Name_Device 1

 Basic UDI-DI code: 12345-family-mudi-1-Q4, Device Model: My model, Class lla, MDR (REGULATION (EU) 2017/745 on medical devices) o Add a new Master UDI-DI

4. You will see a summary of your device details, divided into the following subsections:
* UDI-DI details:

Version 1 [Current] ‘ Last update date: B 2024-06-20

UDI-DI code: 00125877641269 @ Link to legacy device

Issuing Entity: GS1

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code LO10101 MONOBLOCK SURGICAL SCALPELS, REUSABLE

Trade name
Trade name applicable: No
Reference/Catalogue number: BRB-CECP-2

Is the device directly marked?

Is the device directly marked?: No

Quantity of device: 1
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NOTE

See below for the devices where Master UDI-DI replaces UDI-DI, the Details
section for a registered device and its Master UDI-DI:

Version 2 [Current] ‘ See version history ‘ Last update date: & 2024-06-21

DI-DI code: 188727 _00

Issuing Entity: HIBCC

U DI-DI from another entity

UDI-DI from another entity No
(secondary) applicable:

Selected nomenclature codes

Code G030299 DIGESTIVE ENDOSCOPY, HAEMOSTASIS DEVICES - OTHER

Code D01010102 GLUTARALDEHYDE, ACIDIC SOLUTION FOR THE DISINFECTION OF
MEDICAL DEVICES

Trade name
Trade name applicable: Yes
Trade name: aaaaaaaaaa v2
Reference/Catalogue number: 0101912

Is the device directly marked?

Is the device directly marked?: No

Quantity of device: 1
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Type of UDI-PI
Expiration date: Yes
Additional product description: Description_Generic_EN [EN],
Description_FR [FR]
URL for additional information (as www.yoursite.com/
electronic instructions for use):
Status of the UDI-DI/Device
UDI-DI/Device status: On the EU market
Clinical size
Clinical size applicable: Yes
Clinical size #1: (Type): Acidity, (Precision): Value, (Value): 4.0, (Measure unit): Adult
Labelled as single use
Labelled as single use: No
Maximum number of reuses applicable: No
Maximum number of reuses: -
Need for sterilisation before use: No
Device labelled as sterile: No
Containing latex: No
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CMR/Endocrine disruptor

Labelled for presence of Carcinogenic,
Mutagenic and toxic to Reproduction

(CMR) substances of category 1A or 1B:

CMR substances

Category of CMR:

EC#:

CAS#:

Name of the substance:

Labelled for presence of substance(s)
with endocrine-disrupting properties:

Endocrine-disrupting properties

EC#:
CAS#:

Name of the substance:

Storage/handling conditions

Storage/handling conditions, if
applicable:

Storage/handling condition #1:

Manage your Device information

Yes

1A

Device_Substance_Endocrine [EN]

Yes

Device_Substance_Endocrine [EN]

Yes

(Type) Protect from heat and radicactive sources - (Description} Text EN_1 [All languages]
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Critical warnings or contra-indications

Critical warnings or contra-indications, if Yes

applicable:

Critical warning #1: (Type) Do not resterilize - {Description) CW Text [All languages]
Critical warning #2: (Type) Biological nsks - (Description) CW Text 2 [All languages]
Reprocessed single use device: No

Intended purpose other than medical Yes

(Annex XVI): Brain electrostimulation

Information on substances

Presence of a substance which, if used
separately, may be considered to be a -
medicinal preduct:

Presence of a substance which, if used Yes
separately, may be considered to be a

medicinal product derived from human INN Name: -
blood or human plasma: Name of the substance Language
Device_Substance_Human_Product English

Related Device

This device is not currently linked with any other devices

* Product original manufacturer:

Product original manufacturer

Version 1 [Currenl]| Last update date: & 2024-04-15

Is the device designed and manufactured Yes
by another legal or natural person?:

Original equipment manufacturer actor: Organisation name:
Address:
Telephone number:
Email:

Actor ID/SRN:

* Market Information:

Market Information

Version 1 ‘ Last update date: & 2024-04-15

Member State of the placing on the EU Belgium
market of the Device:

Member States where device is oris to Country From To
be made available on the market: Belgium 2015-12-10 -

» Container Package Information:
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Container Package Information

Version 1 | Lastupdate date’ B 2024-04-10

[Reot] UDI-DI: device-2-1 (ICCBBA) | Status: On the EU market
UDI-DI: boxx-1 (HIBCC) | Quantity per package: 1 (1) | Status: Not intended for the EU market
UDI-DI: boxx-2 (ICCBBA) | Quantity per package: 1 (1) | Status: Not intended for the EU market
UDI-DI: boxx-3 (ICCBBA) | Quantity per package: 1 (1) | Status: On the EU market

UDI-DI: bboxx-3-1 (ICCEBA) | Quantity per package: 1 (1) | Status: No longer placed on the EU market

NOTE
w Container Package Information section for a registered Master UDI-DI:

Container Package Information

Version 1 | Last update date: & 2024-06-17

[RootUDI-DI: 188727_00 (HIBCC) | Status: On the EU market

DI-DI ICC-919181 (ICCBBA) | Quantity per package: 10 (10) | Status: On the EU market

5.2.3 Update (create a new version) for a device and its
UDI-DI/EUDAMED ID

&) vIDEO: UDI assignment and updates

Please note that this video does not contain sound.

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a device and its UDI-DI/EUDAMED ID.

1. Once inside the details of the selected UDI-DI, click Create new version and
proceed to update:
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UDI-DI data

Version 1 [Current] | Last update date B 20210610

= See UDI-DI(s) fist (2) | NextUDI-DI»
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[0 same as uDI-DI
* Issuing Entity: * Direct marking DI
| IFA v ‘ | my-directly-marked-device ‘

* Type of UDI-PI
B Lot or Balch number
[ serial number
[0 Manufacturing date
[ Expiration date

URL for additional information (as electronic instructions for use):

Clinical size

Clinical size applicable: No

Labelled as single use

Maximum number of reuses applicable:

* Device labelled as sterile:

* CMR/Endocrine disruptor &

Labelled for p of Carci ic and toxic to Reproduction (CMR) sub of category 1A or 1B:
O Yes ® No

Labelled for p of sub: ) with endocrine-disrupting properti

O Yes ® No
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NOTE

The available options for the device status depend on the initial status of the
device.

« If the initial UDI-DI status of the device is either On the EU market or No longer
placed on the EU market, when updating the UDI-DI status of the device, you
can select either the On the EU market or the No longer placed on the EU
market status.

« [f the initial UDI-DI status of the device is Not intended for the EU market, when
updating the UDI-DI status of the device you can only select the On the EU
market status.

NOTE

In the UDI-DI status field, if you select the No longer placed on the EU market
status, the Market information will no longer be displayed and all container
packages linked to this device will automatically be updated to the same status
as the device.

Create new version of UDI-DI

You are about to create a new version of UDI-DI medical-device-01

@D You have updated the device/system or procedure pack status to "No longer placed on the EU market’,
" Since this device/system or procedure pack is linked to container package(s), the system will automatically

change the status of the linked container package(s) to ‘No longer placed on the EU market’

P
m e

Otherwise, if you select the On the EU market status, you must select a Member
State in the drop-down list where the device is or has been first placed on the EU
market and the Member State(s) where the device is or is to be made available.
You must also manually update all container packages linked to this device.

" Member State where the Device is to or has been first placed on the EU market

Austna v

" Member States where the device Is or is to be madeJavailable on the market

* Select one or more countries »
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TIP
Master UDI-DI update variation

When creating a new version of a Master UDI-DI, the Quantity of device field is
editable, whereas for the UDI-DI, it is not.

Basic UDI-DI 12345-family-015N

| € Go to Device Details management

Basic UDI-DI details ~ Master UDI-DI(s) (1)

UDI-DI 12345-master-udi-013D £ See UDLDI(s) lst (1

Master UDI-DI defails Master UDI-DI details m Create new version
&y

Product original manufacturer
Version 1 {Current] | Last update date: & 2024-12-19

Market Information
Master UDI-DI code: 12345-master-udi-013D

Container Package Information

Quantity of device

‘ 6 Please indicate the maximum number of devices.

* Quantity of device:

2. To finish the action you have two options:
» Save the updated details without submitting the new version.

» Submit new version, if you wish to finalise the update.

* Information on substances
Presence of a substance which, if used separately, may Yes
be considered to be a medicinal product:

INN:
abc-358
o Add a substance

Presence of a substance which, if used separately, may No
be considered to be a medicinal product derived from

human blood or human plasma:

Submit nevivemiun Cancel

Once you have submitted the new version, click Confirm in the pop-up window to
finalise the update:

xClose

Create new version of UDI-DI

You are about to create a new version of UDI-DI 12345-master-udi-013D
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5.2.4 Update Product original manufacturer

The Product original manufacturer information can be updated independently of other data
in a device UDI-DI record.

NOTE
g Product original manufacturer information can be updated if it was initially provided with
details of an Organisation that is not a registered Actor with an Actor ID/SRN.

It cannot be updated if it was initially marked as Not applicable, or if it was specified
with an Actor ID/SRN.

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a UDI-DI/EUDAMED ID.

1. Once inside the details of the selected UDI-DI, click Product original manufacturer
from the list on the left (or scroll down to Product original manufacturer):

Basic UDI-DI data UDI-DI(s) (2

UDI-DI existing-PD-1 = See UDI-DI(s) st 2) | NextUDIDI>
>
I Product original manufacturer I Version 1 [Curren 1] | Lastupdate date: I -
Market Informatior UDI-DI code: existing-PD-1 6 Link to legacy device
Container Package Information Issuing Entity: ICCBBA

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

2. Click Update to access the Product original manufacturer page:

Product original manufacturer

Version 4 [Current] | See version history | Last update date: B 2023-08-12

Is the device designed and manufactured Yes
by another legal or natural person?:

Original equipment manufacturer Organisation name: PDasOrg (3)
organisation: Address: AAA, 30, AAA, Afghanistan
Telephone number:

Email: aaa@aaa.af

* You can either update the details on Product original manufacturer:
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Natural or Legal Person update

| know the Actor ID/SRN

#' Change manufacturer
* Name (Manufacturer Name):

PDasOrg (3)

Street information, if applicable
Yes O No o Street information Is required unless you select the option - No

* Street: Street number:

AAA 30

Address line 2:

PO box:

* City name: * Postal code

AAA AAA

* Country:

Afghanistan v

Telephone:

Or

* You can update the Product original manufacturer to an actor that is already
registered in EUDAMED.

Check the box I know the Actor ID/SRN, enter the Actor ID/SRNor name of the
Product original manufacturer of the device and click on Check registry:

Natural or Legal Person update

| know the Actor ID/SRN

* Enter Actor ID/SRN or name:

Q  Check registry
r
- e

In the pop-up window, select the Product original manufacturer from the list:
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3.

xClose

Select manufacturer

Actor ID/SRN It Organisation name If

US-MF-000004107 Ohio Pharmaceuticals

Close

Click Submit at the bottom of the screen to finalise the update.
You will be able to see the new version created for the Product original manufacturer
information.

NOTE
g Once you update the Product original manufacturer to an actor that is already

registered in EUDAMED, you will not be able to perform any further update to the
Product original manufacturer via the UDI/Devices module.

5.2.5 Update Market Information

The Market Information can be updated independently of other data in a device UDI-DI
record.

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a UDI-DI/EUDAMED ID.

1.

2.

Once inside the details of the selected UDI-DI, click Market Information from the list
on the left (or scroll down to Market Information):

Basic UDI-DI data  UDI-DI(s) (3)

UDI-DI aaaa-bbb-vvv = See UDI-DK(s) list (3) € Previous UDI-DI
IUD\-D\ data UDI-DI data DELETE
Product original manufacturer Version 2 [Drafl] | Last update dato: B 20230015

Market Information UDI-DI code: aaaa-bbb-vwv

Container Package Information Issuing Entity: ICCBBA

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Click Update countries:
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Market Information .
= | Market Information

Version 1| Last update date: @ 2025-07-01

Member State of the placing on the EU France
market of the Device:

Member States where device is or is to Country From To
be made available on the market: Belgium
France

3. Update the relevant fields under Market Information:

Market information update

Beigium From = | To b

Y -MM-DD : VYYY-MM-DD

Fintand From e | To =] ﬁ
YYYY-MM-DD YYY¥-MM-DD

Greece From = | To =] ﬁj
YYYY-MM-DD VY -MM-DD

Latvia From = | To . ﬁ
YY-MM-DD YYYY-MMDD

* Select one or more countries

4. Click Submit to finalise the update. You will be able to see the updated version of
Market Information:

Market Information

Version 2 | See version history |  Last update date: [l 2021-08-10

Member State of the placing on the EU Belgium i}

market of the Device:

Member States where device is or is to Country From To

be made available on the market: Beigium
Finland -
Greece - 2021-06-09
Italy
Latvia

5.2.6 Update Container Packages

The Container Packages information can be updated independently of other data in a
device UDI-DI record.

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a UDI-DI/EUDAMED ID.

1. Once inside the details of the selected UDI-DI, click on Container Package
information from the list on the left (or scroll down to the relevant section):
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Basic UDI-DI data  UDI-DI(s) (2)

UDI-DI existing-PD-1 £ see UDI-DI(s) st (2) || Next UDI-DI>
b

o UDLDI data

Product original manufacturer Version 1 [Current] | Lastupdate cate: B -

Market Information UDI-DI code: existing-PD-1 e Link to legacy device

| Container Package Information I Issuing Entity: ICCBBA

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

2. Click Create new version in the Container Package section and proceed to update:

Container Package Information

Version 3 | See version history | Last update date: B 20230015

[Root] UDI-DI: u-122323CiibPAY (HIBCC) | Status: On the EU market

Container package update

Container package(s)

o Add container package

@ [Root] UDI-DI: u-122323CiibPAY (HIBCC) | Status: On the EU market
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xClose
Add container package
f .
A coniziner package UDI-DI for UDI-DI product-original-manufacturer
* |ssuing Entity: * Package UDI-DI code: * Quantity per package: Total number of devices

= N 1 1

* Package status

O No lenger placed on the EU market
) Not intended for EU market
@® On the EU market

Save Cancel

Container package update

Container package(s)

o Add container package ° Update container package status

- () [Root] UDI-DI: u-123123MI9N (HIBCC) | Status: On the EU market
- @ UDI-DI: Cp-1-1-1 (ICCBBA) | Quantity per package: 10 (10} | Status: On the EU market

3 UDI-DI: CP-1-1-2 (ICCBBA) | Quantity per package: 5 (30) | Status: On the EU market

% Close

Update container package status

'-.- Caontainer package UDI-DI Cp-1-1-1
Container package market status

® On the EU market O No longer placed on the EU market O Not intended for EU market

Confirm Cancel
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NOTE

g Only if the status of the selected UDI-DI is On the EU market, will you be able to
update the status of the container package. Otherwise, the options will be greyed
out and you will not be able to update the status of the container package for the

selected UDI-DI.

3. Click Submit to finalise the container package update:

Container package update

Container package(s)

o Add container package ° Update container package 5tatus§

- (3 [Root] UDI-DI: u-123123MI9N (HIBCC) | Status: On the EU market
- @ UDI-DI: Cp-1-1-1 (ICCBBA) | Quantity per package: 10 (10) | Status: No longer placed on the EU market

O UDI-DI: CP-1-1-2 (ICCBBA) | Quantity per package: 5 (50) | Status: No longer placed on the EU market
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TIP
Master UDI-DI update variation

When creating a new version of a Master UDI-DI container package, the Maximum
quantity per package field is editable, whereas for the UDI-DI container package, it

is not:

Container package update

Container package(s)

o Add container package

- @ [Root] Master UDI-DI: 12345-master-udi-013D (GS1) | Status: On the EU market

© Master UDI-DI; 12345-pack-mudi-01DG (GS1) | Maximum quantity per package: 10 (100) | Status: On the EU market

i

Container package update

Container package(s)

o Add container package ° Update contafger package

- O [Root] Master UDI-DI: 12345-master-udi-013D (GS1) | Status: On the EU market

® Master UDI-DI: 12345-pack-mudi-01DG (GS1) | Maximum quantity per package: 10 (100) | Status: On the EU market

enee

xClose

Update container package

M Container package Master UDI-DI for 12345-pack-mudi-01DG

* Maximum quantity per package: Total number of devices

0 1 3 100

Container package market status
® On the EU market O Mo longer placed on the EU market © Not intended for the EU market

Cancel

Container package update

Container package(s)

o Add container package Update container package

- () [Root] Master UDI-DI: 12345-master-udi-013D (GS1) | Status: On the EU market

@ Master UDI-DI: 12345-pack-mudi-01DG (GS1) | Maximum quantity per package: 5 (50) | Status: On the EU market

Keance:
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5.2.7 Discard registered devices and their UDI-Dis/
EUDAMED-IDs (and their Basic UDI-DI/EUDAMED-DI

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a registered UDI-DI/EUDAMED ID.

1. Only a user with Confirmer profile can discard. Once inside the details page of the
selected UDI-DI, click Discard at the top right corner:

Basic UDI-DI data UDI-DI(s) (2)

UDI-DI existing-PD-1 = see UDI-DI(s) list (2) | NextUDI-DI>
IUDI-DI data UDI-DI data |
Product original manufacturer Version 1 [Current] | Lastupdate date: B -
Market Information UDI-DI code: existing-PD-1 o ink to legacy device
Container Package Information Issuing Entity: ICCBBA

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

2. Confirm your intention to discard the registered UDI-DI:

*Close
Discard UDI-DI

Details of the UDI-DI will be Discarded (lost). The operation cannot be reverted. Do you want 1o finalize the operation?

m cance'

The UDI-DI will be discarded and will no longer be visible on the public EUDAMED
website.
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CAUTION
If the UDI-DI is the only one in this Basic UDI-DI category, the discard action will
also discard the Basic UDI-DI. The system will alert you accordingly:

Discard UDI-DI

Details of the Basic UDI-DI and of the associated UDI-DI will be Discarded (lost). The operation cannot be revened. Do

b

you want to finalize the operation?

— s

5.2.8 Link registered Regulation Device to registered

Legacy Device
Follow the steps in Manage your device UDI-DI/EUDAMED ID details [57] and select the

Registered option in the State field to manually link a registered regulation device to a
registered legacy device.

1. Once inside the relevant registered regulation device click on Link to legacy device:
€ Go to Device Details management I

Basic UDI-DI data  UDI-DI(s) (3)

UDI-DI -device-under-regulation = see UDI-DI(s) list (3) €Previous UDI-DI |
Rk UDI-DI data
Proict ongliel manitacting: Version 1 [Gurrent] | Last upcate datc: & -
Market Information UDI-DI code: -device-under-regulation e Link to legacy device
Container Package Information Issuing Entity: 1GCBBA )

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code A0101010101 HYPODERMIC SYRINGE NEEDLES, WITH SAFETY SYSTEMS

Trade name
Trade name applicable: No
Reference/Catalogue number: 12345-ink-devices-SN

Is the device directly marked?
Is the device directly marked?: No

Quantity of device: 1

2. The page next contains details on the selected registered regulation device and a list
with all possible compatible legacy devices to be linked to:
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European Commission > EUDAMED

Home  Tasks v  Search&view v  Datatransfer v News A MF (CONFIRMER)  Logout

CURRENTACTOR: Manufacturer, NL-MF-000000041, Medical Device Manufacturer [Netherlands] ¥ Notifications
Link to g legacy device

-device-under-regulation

Basic UDI-DI code: 12345-ink-devices-SN
Reference/Catalogue number: 12345 link-devices-SN
Trade name: -

UDI-DI code: ~device-under-regulation
Containing latex: No

Labelled as single use: Yes

Device labelled as sterile: No

Need for sterilisation before use: No

Reprocessed single use device: No

List of Legacy devices

The legacy devices listed below may be compatible with your regulation device and can potentially be linked to it, Once you select the device you want to link, the system will verify that the

Basic UDI-DI/UDI characteristics maich between the regulation device and the legacy device before creating the link.

Select the EUDAMED ID from the list or search for a specific EUDAMED ID/UDI-DI

B-devi: i b B i = A
B-PD-orgNU (EUDAMED) - D-PD-orgNU - 123/7778855 -~
B-PD-orgNU (EUDAMED) - D-PD-orgNU - 123/7778855 -~
B-12345756984170 (EUDAMED) - 12345756984170 - 789/654"*89 - Aspirin S
B- 7 - 12345 -11114/4442/ - TName - 2 -
B-NL-14V6 (EUDAMED) - D-NL-14V6 - 159°4453/4478 - TName -2 ~
B-Demo/TWTU (EUDAMED) - D-Demo/TWTU - 456/789 ~
B-JKLMNOLR (EUDAMED) - D-JKLMNOLR - eeed56*22 S
B-89197873912008 (EUDAMED) - 89197873912008 - Link test -~
B-my-I - my-l & rS

3. You can either select the desired legacy device using the search box or you can
select it from the list. Select the device and click Select this device:

B-12345756984170 (EUDAMED) - 12345756984170 - 789/654 89 - Aspl

EUDAMED DI code: B-12345756984170
Reference/Catalogue number: 789/654*°89
Trade name: Aspirin

Mandarin [DE]

UDI-DI / EUDAMED ID code (Issuing entity): 1234575684170 (GS1)

Containing latex: No

Labelled as single use: No

Device labelled as sterile: No

Need for sterilisation before use: No

Reprocessed single use device: No &
B-12345756984101 (EUDAMED) - 12345756984101 - 11114/4442/ - TName - 2 ~
B-NL-14V6 (EUDAMED) - D-NL-14V6 - 159°4453/4478 - TName -2 ~
B-Demo/TWTU (EUDAMED) - D-Demo/TWTU - 456/789 -~
B-JKLMNOLR (EUDAMED) - D-JKLMNOLR - ceed56" 22 ~
B-89197873912008 (EUDAMED) - 8919787392008 - Link test ~

4. Click Confirm in the pop-up window:
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xClose
Link to a legacy device

You are about to link UDI-DI -device-under-regulation to a legacy device EUDAMED ID / UDI-DI device-under-
directives

Confirm Cancel

NOTE

If some characteristics don't match, then you will not be able to link the registered
regulation device to the selected legacy device:

xClose

Link to a legacy device
You cannot link UDI-DI -device-under-regulation to EUDAMED ID / UDI-DI 12345756984170

9 The following characteristics do not match

* Active device

* Presence of a substance which, if used separately, may be considered to be a medicinal product derived from
human blood or human plasma

» Device intended to administer and/or remove medicinal product

« Presence of animal tissues or cells, or their derivatives

+ Labelled as single use

Cancel

5. The system will redirect you back to the regulation device's page:

European Commission > EUDAMED
Home  Tasks v  Search&view v  [DECICUNTVE  Nows  Help v 2 MF(CONFIRMER)  Logout
"

CURRENTACTOR: Manufacturer, NL-MF-000000041, Medical Device Manufacturer [Netherlands] ®Notifications

[ “ You have successfully created a link to the related legacy device ‘

Basic UDI-DI 12345-link-devices-SN

< Go to Device Details management

Basic UDI-DIdata  UDI-DI(s) (3)

UDI-DI -device-under-regulation = See UDI-D(s) list (3) <€ Previous UDI-DI |

Sl UDI-DI data
Product original manufacturer Version 1 [Current] | Last update ate: i -

Market Information UDI-DI code: ~device-under-regulation

Container Package Information Issuing Entity: IGGBBA

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

6. You can view details on the linked legacy device by selecting the link to the legacy
device under the Related Device section:
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T medicinal product derived from human
Product original manufacturer blood or human plasma
Market Information

Container Package Information

Related Device

Devices linked on: 2023-09-12

M Remove the link to this device

Product original manufacturer

Is the device designed and manufactured No
by another legal or natural person?:

Market Information

Version 1 | Last update date: 8 2023-09-12

Member State of the placing on the EU Austria
market of the Device:

Member States where device is or is to Country From To
be made available on the market: Austria -

Container Package Information

No container packages added

7. The legacy device's page will appear. You can view the linked regulation device under
the Related Device section:

Product original manufacturer Presence of a substance which, If used

separately, may be considered to be a
Market Information medicinal product:

Presence of a substance which, if used
separately, may be considered to be a
medicinal product derived from human

blood or human plasma:

Related Device

Related Regulation Device: @ -device-under-regulation (link to the Regulation Device)

Devices linked on: 2023-09-12

Product original manufacturer

Is the device designed and manufactured No
by another legal or natural person?:

Market Information

Version 1 | Last update date: i 2023.09-12

Member State of the placing on the EU Austria
market of the Device:

Member States where device is or is to Country From To
be made available on the market: Austria -

NOTE
See the Legacy Devices - user guide for further details on Legacy Devices.

5.2.9 Delete link between Regulation Device and Legacy

Device

Follow the steps in Manage your device UDI-DI/EUDAMED |D details [57] and select the
Registered option in the State field.

1. Once inside the relevant registered regulation device click on Remove the link to this
device under the Related Device section:
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UDI-DI data Presence of a substance which, if used
separately, may be considered to be a

. riginal manufacturer
Frocuctorginal roemactire: medicinal product derived from human

Market Information blood or human plasma:

Container Package Information

Related Device

Related Legacy Device: device-under-directives (link to the Legacy Device)

Devices linked on: 2023-09-12

I Remove the link to this device

Product original manufacturer

Is the device deslgnad and manufactured No
by another legal or natural person?:

Market Information

Version 1 | Last update date: i 2023-09-12

Member State of the placing on the EU Austria
market of the Device:

Member States where device is oris to Country From To
be made available on the market: Austria - -

Container Package Information

No container packages added

2. Click Confirm on the pop-up window:
xClose

Link to a legacy device

You are about to link UDI-DI -device-under-regulation to a legacy device EUDAMED |D / UDI-D| device-under-

directives

NOTE
See the Legacy Devices - user guide for further details on Legacy Devices.

5.2.10 View historical versions of a device and its UDI-
DI/EUDAMED-ID and associated entities

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [57] to view
a UDI-DI/EUDAMED ID.

1. Once inside the details page of the selected UDI-DI, click on See version history at
the top of the table:
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UDI-DI data DELETE

Version 2 [Draft] See version history | Last update date: = 2021-05-25
——

EUDAMED ID code: D-1231231UU

Issuing Entity: EUDAMED

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

Trade name
Trade name applicable: No
Reference/Catalogue number: 44545

URL for additional infermation (as
electronic instructions for use):

Device status: On the EU market

2. In the list of versions displayed, click on the version you wish to access:

EUDAMED DI B-1231231UU

£ Go back to the current version

Version history of EUDAMED ID D-1231231UU

=See all version history (1)

Version 1 - Last update date: 2021-05-25

EUDAMED ID code: D-12312310U

Issuing Entity: EUDAMED

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

Trade name
Trade name applicable: No
Reference/Catalogue number: 44545

URL for additional information (as electronic instructions

for use):

Device status: On the EU market
Clinical size

Clinical size applicable: No

3. You can return to the version history list, by clicking on See all version history at the
top right corner.
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6 Manage your own System
or Procedure Pack (SPP)

information

6.1 Manage your SPP Basic UDI-DI details

1. On the EUDAMED dashboard, click on Manage your Basic UDI-DIs to see a list of all
your Basic UDI-Dls:

Tasks
B‘y‘ module, consult, verify and/or manage your own and related data {managed by your actor), dependmg on your profile

System or Procedure Pack

Register a new System Procedure Pack

Manage your Basic UDI-Dis
viafiage your ULI-LAS

NOTE
g By default, the system displays the System or Procedure Packs in state draft. To
see other states, use the filters.

Basic UDI-DI management for SPP

Register new System or Procedure Pack
Filter ¥

Aclive filters:

‘ Stale. Registered H System or Procedure Pack: Al | Clear all filters

Showing 1 to 3 of 3 entries Show eniries per page

Basic UDI-DI code It UDI-Di{s) It Device model It Device Name It Risk class It Date 1=

4444438P_Shr_1VM o = SPP_Shr_1 Class | FP 2021-06-29 ® Registered
9970314941ShriyaHL16E O - System test1 Class | S 2021-05-14 ® Registered
9970314941ShriyaHL o = Test ONE Class | PP 2021-05-14 ® Registered

2. Click on the three dots of the selected entry and then click on View data from the
menu:

Manage your own System or Procedure Pack (SPP) information 86



EUDAMED user guide

Showing 1to 3 of 3 entries

Basic UDI-DI code It UDI-Di(s} 1t

Device model It

ntries per page

Device Name 1t Risk class It Actions

4444458P_Shr_1VM
9970314941ShriyaHL16E

9970314941 5hriyaHL

Basic UDI-DI 44444SSP_Shr_1VM

| < Go to UDI-DVEUDAMED DI management |

Basic UDI-DI data UDI-Di(s) (1)

Basic UDI-DI data

| Basic UDI-DI data

SPP_Shr_1 Class | PP 2021-06-29 @ Registered L
System test1 Class | S 2021-05-1 @ ViewData
Test ONE Class | PP 2021-05-| @ View all UDI-Dis for this Basic UDI-DI

Add a UDI-D for a Basic UDI-DI

A Details summary of your System or Procedure Pack is displayed:

Create new version

Version 1 [Current] | Last uposte date: 8 20210517

Applicable regulation:
Basic UDI-DI code:
Issuing Entity:

Risk class:

Indication of medical purpose:

Name:

MDR (REGULATION (EU) 2017745 on medical devices)

4444488P_Shr_1VM

GSs1

Class |

Indication of medical purpose Language
SPPP test 1 Croatian
SPP_Shr_1

6.1.1 Delete a SPP draft Basic UDI-DI

Follow the steps in section Manage your SPP Basic UDI-DI details [86] to view a Draft

Basic UDI-DI:

Basic UDI-DI management for SPP

Go to device management

Register new System or Procedure Pack

Filter T

Active filters:

| State: Draft || System or Procedure Pack:  All | Clear all filters

Showing 1to 4 of 4 entries

Basic UDI-DI code It

UDIDI{s) It

Device model It

Device Name It

Show | 20 ~ | entries per page

Risk class It Date =

12344676768687687JC 0 - name Class | s 2021-06-22 ® 1st Draft
12344767686867QH 0 - system pack name Class lla S 2021-0f @ ViewDala
1234543233234324XU 0 rferfefrefre vddgy Class | PP 20010 ¢ FEdiData

@  iew all UDI-Dis for this Basic UDI-DI
12121121212120L 0 - - PP 2021-01

1.  Once inside the draft, click Delete:
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Basic UDI-DI 12344676768687687JC

| < Go to UDI-DIVEUDAMED DI management |

Basic UDI-Didata  UDI-DI{s}) (0}

Basic UDI-DI data

| Basic UDI-DI data

Applicable regulation:
Basic UDI-DI code:
Issuing Entity:

Risk class:

Indication of medical purpose:

Name:

Confirm the deletion in the pop-up window:

Delete

MDR (REGULATION (EU) 2017/745 on medical devices)
12344676768687687JC

G81

Class |

Indication of medical purpose Language

indication English

name

Delete Basic UDI-DI

Delete Basic UDI-DI and all its related elements? Basic UDI-DI has no associated UDI-Dis
Continue operation?

Cancel

=Close

6.1.2 Update SPP Basic UDI-DI

Follow the steps in section Manage your SPP Basic UDI-DI details [86] to view a Basic

UDI-DI:

Basic UDI-DI management for SPP

Go to device management

Register new System or Procedure Pack

Filter T

Active filters:

| State: Registered || System or Procedure Pack:  All | Clear all filters

Showing 1 to 3 of 3 entries

Show entries per page

Date {5

Risk class It

Basic UDI-DI code Jt UDI-Di{s} It Device model It Device Name It
44444SSP_Shr_1VM SPP_Shr_1
9970314941 ShriyaHL18E System test1
9970314941 ShriyaHL Test ONE

1. Once inside the Details page of the relevant

Manage your own System or Procedure Pack (SPP)

Class | PP 2021-05-17 ® Registered
Class | s 2021-05- @ View Data
Class | FP 2021-05- @ View all UDI-Ds for this Basic UDI-DI

Add a UDI-DI for a Basic UDI-DI

Basic UDI-DI, click Create new version:
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Basic UDI-DI 44444SSP_Shr_1VM

| < Go to UDI-DIVEUDAMED DI management |

Basic UDI-DI data UDI-Di(s) (1)

|Basic UDI-DI data Basic UDI-DI data

Version 1 [Current] | Last uposte date: B 20210517

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 4444485P_Shr_1VM

Issuing Entity: GS1

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
SPPP test 1 Croatian

Name: SPP_Shr_1

2. Update the desired details.

NOTE
Only some details can be updated depending on the actor’s specifics:

444445SP_Shr_1VM [version: 2]

Create a new version of 44444SSP_Shr_1VM

Risk class: Class |
* Indicafion of medical purpose: * Select the language:
SPPP test 1 Greek ~

o Add another indication of medical purpose

* Device Name:

‘ SPP_Shr_1

3. To finish the action you have two options:
+ Click Save to save the updated details without submitting the new version.

+ Click Submit new version if you wish to submit it.

Alternatively, click Cancel to cancel the update.

I\EF‘I:EI

4. After you have submitted the new version, you can see the update under the Basic
UDI-DI details:
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Basic UDI-DI 44444SSP_Shr_1VM

| £ Go to UDI-DIJEUDAMED DI management |

Basic UDI-DIdata  UDI-DI(s) (1)

|Basic UDI-DI data Basic UDI-DI data

Version 2 [Current] | See version history | Last updste date: B 50210620

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 4444455P_Shr_1VM

Issuing Entity: G31

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
SPPF test 1 Greek

Name: SPP_Shr_1

6.1.3 View SPP Basic UDI-DI historical versions

Follow the steps in section Manage your SPP Basic UDI-DI details [86] to view a Basic
UDI-DI.

Once inside the Details page for the selected Basic UDI-DI, click See version history at
the top of the table:

Basic UDI-DI 44444SSP_Shr_1VM

| < Go to UDI-DIVEUDAMED DI management

Basic UDI.DI data  UDI-DI{s) (1)

|Basic UDI-DI data Basic UDI-DI data

Version 2 [Current] | See version history | Last updste date: 8 2021-05-22

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 4444455P_Shr_1vM

Issuing Entity: G51

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
SPPP test 1 Greek

Name: SPP_Shr_1

To return, click Go back to the current version:
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Basic UDI-DI 44444SSP_Shr_1VM

| < Go back to the current version |

Version history of Basic UDI-DI 44444SSP_Shr_1VM

=See all version history (1)

Version 1 - Last update date: 2021-05-17

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 4444455P_Shr_1VM
Issuing Entity: GS1

System or Procedure Pack type: Frocedure Fack

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
SPPP test 1 Croatian

Name: SPP_Shr_1

6.2 Manage your SPP UDI-DI details

1. On the EUDAMED dashboard, click Manage your UDI-DIs to see the list:

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.

System or Procedure Pack

Register a new System Procedure Pack
Manage your Basic UDI-Dis

IManage your UDI-Dls

2. Tofind the relevant UDI-DI, click the Filter button and choose the right parameters:

UDI-DI details management for SPP

| Go to Basic UDI-DI management for SPP |

Filtler ¥

Active filters:

|State Registered| Clear all filters

Showing 1to 3 of 3 entries Show entries per page

UDI-DI code 1t Trade name It  Reference/Catalogue number It Nomenclature code It Sterile It  Date 17 Status

* Basic UDI-DI: 444445 SP_Shr_1VM, Device Name: SPP_Shr_1, Class I, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices)
44444SSP_Shr_1VM SPPP_Shr_1 2021-05-17  Onthe EU market
* Basic UDI-DI: 9970314941 ShriyaHL16E, Device Name: System test1, Class I, Type S, MDR (REGULATION (EU) 2017/745 on medical devices)
3467580675479 system 1 543 2021-05-14  Onthe EU market
* Basic UDI-DI° 9970314941 ShriyaHL, Device Name: Test ONE, Class I, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices)

997031494145675552 tradet 34234 2021-05-14 On the EU market

Manage your own System or Procedure Pack (SPP) information

State Actions

© ~ddanew UDI-DI
@ Registered L
© ~ddanew UDI-DI
@ Registered L
© ~ddanew UDI-DI

@ Registered -
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NOTE
By default, the Basic UDI-DIs/EUDAMED Dls listed are the ones in draft state. To
retrieve other states, use the filters.

3. Click on the three dots of the desired entry and then click on View data from the

menu:
Show | 20 ~ | entries per page
Status State Actions
ices) © Add anew UDI-DI
n the EU market ® Registered Lol
I devices) { ®  \iew data
On the EU market @ Registerad Ll
es) © ~dd a new UDIDI
n the EU market @ Registered Lol

4. A summary of the details concerning your chosen SPP UDI-DI will be displayed:
Basic UDI-DI 44444SSP_Shr_1VM

| <€ Go to device management |

Basic UDI-Didata  UDI-DI(s) (1)

UDI-DI 44444SSP_Shr_1VM = See UDI-DI(s) list (1
Container Package Information Version1 [Current] | Lastupdste date: B 2021-05-17
UDI-DI code: 444443SP_Shr_1VM
Issuing Entity: HIECC

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code AD10204 NEEDLES AND KITS - AMNIOCENTESIS

Trade name
Trade name applicable: No
Reference/Catalogue number: SPPP_Shr_1
Type of UDI-PI
Manufacturing date: Yes
Additional product description: test [BG]

URL for additional information {as
electronic instructions for use):

UDI-DI status: On the EU market
Meed for sterilisation before use: No
Device labelled as sterile: No

6.2.1 Delete SPP draft UDI-DI

Follow the steps in section Manage your SPP UDI-DI details [91] to view a draft UDI-DI.
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1. Once inside the draft, click Delete:

Basic UDI-DI data  UDI-DI(s) (1)

UDI-DI 34675806754 T9

UDI-DI data

Container Package Information

2. Confirm the deletion in the pop-up window:

UDI-DI data

Version 2 [Drafi] | See version history | Last update date: B 20210702

UDI-DI code:

Issuing Entity:

UDI-DI from another entity

UDI-DI from another entity (secondary)
applicable:

Selected nomenclature codes

Code A010102 BUTTERFLY NEEDLES

Trade name
Trade name applicable:
Trade name:

Reference/Catalogue number:

Type of UDI-PI
Serial number:
Manufacturing date:
Additional product description:

URL for additional information {as
electronic instructions for use):

UDI-DI status:

3467580675419
HIBCC

No

Yes
system 1Al languages

543

Yes
Yes

test 1 for SPPP System [BG]

On the EU market

Delete UDI-DI

Delete the Draft version of UDI-DI?

Cancel

6.2.2 Update SPP UDI-DI

Follow the steps in Manage your SPP UDI-DI details [91] to view a UDI-DI:

xClose

Manage your own System or Procedure Pack (SPP) information
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EDIT

DELETE
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Basic UDI-DI management for SPP

Register new System or Procedure Pack

Filter Y

Active filters:

| Siate. Registered || System or Procedure Pack:  All | Clear all filters

Showing 1 to 3 of 3 entries Show | 20 ~ | entries per page

Basic UDI-DI code It i Device Name It Risk class It Actions
4444485P_Shr_1vM SPP_Shr_1 Class | FP 2021-05-17 ® Registered -
9970314941 ShriyaHL16E System test1 Class | 35 2021-05- @ View Dala

99703148415hriyaHL Test ONE Class | PR 2021-05, @ View all UDIDis for this Basic UDI-DI

Add a UDI-D for @ Basic UDI-DI

1. Once inside the details of the chosen UDI-DI, click Create new version at the top
right corner:

Basic UDI-DI 44444SSP_Shr_1VM

| < Go to UDI-DIVEUDAMED DI management |

Basic UDI-Didata  UDI-DI{s) (1)

|Basic UDI-DI data Basic UDI-DI data

Version 1 [Current] | Lastupdste date: B 2021-05-17

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 4444433P_Shr_1VM

Issuing Entity: G51

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
SPPP test 1 Croatian

Name: SPP_Shr_1

2. Update the necessary details.
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NOTE
Only some details can be updated depending on the actor’s specifics:

Create a new version of UDI-DI 44444SSP_Shr_1VM [version: 2]

UDI-DI: 4444485P_Shi_1VM

UDI-DI from another entity (secondary) applicable

Yes () No e UDI-DI from another entity is required unless you sslect the option - Mo

* Enter a nomenclature code (EMDN code)’

Selected nomenclature codes

Advanced search of device nomenclature

Code A010204 NEEDLES AND KITS - AMNIOCENTESIS [Remove nomenclature code

Trade name applicable

Yes () No e Trade name 's requined uniess you select the optien - No
Reference/catalogue number: SPPP_Shr_1
Type of UDI-PI
* Manufacturing date: Yes
* Additional product description: * Select the language:
test Bulgarian v
b
o Add additional product in another language

3. To finish the action you have two options:

* Click Save to save the updated details without submitting the new version.

* Click Submit new version, if you wish to submit it.

Otherwise click Cancel to cancel the update.

m s j ’-‘I:

6.2.3 Update SPP Container Packages

[34]

The Container Packages information can be updated independently of other data in a

System Procedure Pack (SPP) UDI-DI.

Follow the steps in section Manage your SPP UDI-DI details [91] to view a specific

UDI-DI:
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Basic UDI-DI 44444SSP_Shr_1VM

| £ Go to device management |

Basic UDI-DIdata  UDI-DI(s) (1)

UDI-DI 44444SSP_Shr_1VM = See UDI-DI(s) list (1)

Container Package Information Version 1 [Current] | Last update date: B 20210517

UDI-DI code: 4444455P_Shr_1VM

Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code A010204 NEEDLES AND KITS - AMNIOCENTESIS

1. Click Container Package information from the list on the left (or scroll down to the
relevant section):

Basic UDI-Didata  UDI-DI{s) (1)

UDI-DI 44444SSP_Shr_1VM

UDI-DI data L

Container Package Information i

2. Click Create new version in the Container Package section:

Container Package Information

Version 3 | See version history | Last update date: B 2023-08-15

[Root] UDI-DI: u-122323CiibPAY (HIBCC) | Status: On the EU market

3. Click Add container package to add new information about the packaging format of
the SPP:
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Container package update

Container package(s)

o Add container package

@ [Root] UDI-DI: u-122323CiibPAY (HIBCC) | Status: On the EU market

4. Insert the package details in the pop-up window and click Save:

xClose
Add container package
[— ,
AN container package UDI-DI for UDI-DI product-original-manufacturer
* Issuing Entity: * Package UDI-DI code: * Quantity per package: Total number of devices

v 1 1

* Package status
) No longer placed on the EU market
_) Not intended for EU market

® On the EU market

Save Cancel

6.2.4 Discard SPP registered UDI-Dls

Follow the steps in section Manage your SPP UDI-DI details [91] to view a chosen
Registered UDI-DI:

Manage your own System or Procedure Pack (SPP) information 97



EUDAMED user guide

UDI-DI details management for SPP

| Go to Basic UDI-DI management for SPP |

Filter ¥
Active filters:

‘ State: Registered | Clear all filters

Showing 1 to 3 of 3 entries

Show entries per page

UDI-DI code It Trade name It Reference/Catalogue number It Nomenclature code It Sterile it Date

Status State Actions
 Basic UDI-DI: 444445SP_Shr_1VM, Device Name: SPP_Shr_1, Class |, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices) o Add a new UDI-DI

444445SP_Shr_1vM SPPP_Shr_1 2021-05-17  Onthe EU market @ Registered =

* Basic UDI-DI: 9970314941 ShriyaHL16E, Device Name: System test1, Class |, Type 5, MDR (REGULATION (EU) 2017/745 on medical devices) o Add a new UDI-DI

3467580675419 system 1 543 2021-05-14 On the EU market @ Registered L

 Basic UDI-DI- 9970314941ShriyaHL, Device Name: Test ONE, Class |, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new UDI-DI

997031494145675552  fradel 34234 2021-05-14  Onthe EUmarket @ Regisiered =

1. Once inside the Details page of the chosen UDI-DI, click Discard at the top right

2.

corner:
Basic UDI-DI 44444SSP_Shr_1VM

Basic UDI-Didata  UDI-DI{s) (1)

UDI-DI 44444SSP_Shr_1VM

= See UDI-DI(s) list (1

Container Package Information Version 1 [Currenf] | Last updste date: B 20210817
UDI-DI code: 4444455P_Shr_1vM
Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No
applicable:

Selected nomenclature codes

Code A010204 NEEDLES AND KITS - AMNIOCENTESIS

Trade name
Trade name applicable: No
Reference/Catalogue number: SPPP_Shr_1
Type of UDI-PI
Manufacturing date: Yes
Additional product description: test [BG]

URL for additional information (as -
electronic instructions for use):

UDI-DI status: On the EU market
Need for sterilisation before use: No
Device labelled as sterile: No
n = o0 UDLDIS) st

ey P

UDLDI code: assassse_sh_1vin

Issuing Entiy: sBce

UDLDI from anather entity

Confirm your intention to discard the record in the pop-up window:

xClose

Discard UDI-DI

Detals of the Basic UDI-DI and of the associated UDI-DI wil be Discarded (ost). The operalion canot be reverted. Do
You want to fialize the operation?
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6.2.5 View SPP historical versions for UDI-DI and
associated entities

Follow the steps in section Manage your SPP UDI-DI details [91] to view a UDI-DI for the
SPP.

1. Once inside the details of the chosen UDI-DI, click See version history at the top of
the table to view a list of all past versions:

Basic UDI-DI data

Version 4 [Current] | See vergion gi;g‘g Last update date: ] 2021-08-10

Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)
Basic UDI-DI code: 12345-test-udi-1-HL

Issuing Entity: GS1

Is it a System or Procedure Pack which is Procedure Pack which is a device in itself

a Device in itself?:

Basic UDI-DI 12345-test-udi-1-HL

I € Go back to the current version [

Version history of Basic UDI-DI 12345-test-udi-1-HL

Version 3 - Last update date: 2021-06-09 >
Version 2 - Last update date: 2021-06-09 >
Version 1 - Last updale date: 2021-05-03 >

2. Click on the version you wish to access to view its detailed summary:

I € Go back to the current version —I

Version history of Basic UDI-DI 12345-test-udi-1-HL
I

=See all version history (3 « Previous version [v1] | Next version [v3]»

Version 2 - Last update date: 2021-06-09

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 12345-test-udi-1-HL
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? Procedure Pack which is a device in itself

Risk class: Class lib

Implantable: Ne

You can return to the version history list by clicking on See all version history at the
top right corner.
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7 Search & View Devices

and Systems or Procedure
Packs

1.  On the header menu, click Search & View, then UDI-DiIs/Devices:

European Commission » EUDAMED

Home Tasks Search & view Data transfer v News Help w

Actors UDI-Dis/Devices

Search for Devices and System ar

Search for Actor Procedure Packs

Alternatively, use the Search & View option available on the dashboard:
Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro See all the news
diagnosis medical devices.

MDR EUDAMED is structured around 6 interconnected modules and a public site.

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.
UDI-Dis/Device User management
My Actor data _ -
Register a new Basic UDI-DI Assess user anoess requests
A Register a legacy device Manage your users

Manage your Basic UDI-DIs | EUDAMED Dis
Mansge your sctor dats

Mansge your device detsils
Mansge your email nofifications

Machine to machine dats delivery preferences

Search & View

Overview of modules allowing you to search and view details, depending on your profile

i Him ]

Actors UDI-DisiDevices Certificates

NOTE

Search and view can be accessed by all users, regardless of profile. It is possible
to search and view device and SPP data from all actors in EUDAMED.
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2. You can use the filters to search for Devices, Systems and/or Procedure Packs
(SPP) registered in EUDAMED, or, in the case of Competent Authorities and Notified
Bodies, those submitted or discarded:

() Only enable search filters available for bulk XML download

UDI-DIf EUDAMED ID Basic UDI-DV EUDAMED DI Status Model
v
Name Trade name Applicable regulation
w

Risk class Nomenclature code Reference/Catalogue number Country

e e
Scopes
Competent Authonty NB identification MF / PR Actor ID/SRN MF / PR Name

v ~
AR Actor ID/SRM AR name

Results option

() Include historical version
S spncsh

3. Once you have entered your search filters, click Search (the record will have to
match all the filters). A list of Devices (UDI-DIs/EUDAMED IDs) and/or Systems or
Procedure Packs will appear if any are found (otherwise No data available will be
displayed):

Showing 1 o 20 of 5559 entries Show entries per page

(Master) UDI-DI code It 9::;‘:;) uDIL-DI B;:Sic UDI-DI / EUDAMED DI :ST;RF: Actoy Trade name It Date |:  UDI-DUDevice status
188727_00 1 [Current] 1777777777 70UZ NL-MF-000000041 aaaaaaaaaa Class | 2024-06-17 On the EU market
555245841651036LM 1 [Current] 555245841651036LM CA-MF-000006393 Class | 2024-06-14 On the EU market
4520363415962TP 1 [Current] 4520363415562TP BE-MF-000006007 Class | 2024-06-14 On the EU market
4520363415561TM 1 [Current] 4520363415561TM BE-MF-000006007 Class lla 2024-06-14 On the EU market

4. Click on the UDI-DI/EUDAMED ID row of your choice to see the details:
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Producer information

Producer identification
Organisation name: Belgian PP A
SRN: BE-PR-000000048

Address: 1 Rue H Brussels, Belgium
Telephone number: -

Email: contact@belgian-pp-a be

Basic UDI-DI details

Version 1 - [Current] - Last update date: 2021-03-29

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: ++B311X1Y2Z3PP
Issuing Entity: HIBCC

System or Procedure Pack type: Procedure Pack

7.1 Search & View historical versions of

Devices or SPPs

Follow the steps in Search & View Devices, Systems and/or Procedure Packs [100] to

search and view a Device or System or Procedure Pack.

1. Inside the search page, select the filters for your search, activate the option to include
historical versions (toggle just above the Search button) and click Search:

O Only enable search filters available for bulk XML download

UDI-O EUDAMED 1D Basic UDI-DV EUDAMED DI Status Model
" :

| | | a |

Name Trade name Applicable regulation
]

| | | | Z

Risk class Nomenclature code Reference/Catalogue number Country

T T

| - v | | v
J

Scopes

Competent Authority NB identification MF / PR Actor ID/SRN MF / PR Name

- 3 E -]

AR Actor ID/SRN AR name

Results option

() Include historical version
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2. The list generated will include the desired current UDI-DI as well as its versions. Click
on the version you wish to view:

UDI-DI code It

232121122132
D-12345-bug-tesiFF
IFAQT05
0705HIBCC
0705HIBCC
IFADT05

udid-36
test-emply-lang1
udid-37

UDID-1

uDID-1

12123

cdc

cdc

vt
1234_1234_57676
11223

eeee

eeee

eeee

7.2 Download Devices or SPPs data in a

Version Number

2 [Current]

1 [Curreni]

2 [Currenf]

2 [Current]

1 [History]

1 [History]

1 [Current]

1 [Current]

1 [Current]

2 [Current]

1 [History]

1 [Current]

1 [Current]

1 [Current]

1 [Curreni]

1 [Current]

1 [Current]

4 [Current]

3 [History]

2 [History]

Basic UDIDI code It

223311445573899583F
B-12345-bug-testFF
202107052FS
202107051FQ
202107051FQ
202107052FS
12345test-empty-langTC
12345test-empty-langTC
12345empty-MLT-1NH
12345emply-MLT-1NH
12345empty-MLT-1NH
12123qqqP9
22222e1234566543e515
22222e1234566543eEG
22222e12345665435T
1212112121212121214K
11223qgqP5
22223434444FY
22223434444FY

22223434444FY

MF / PR SRN

BE-PR-000000022

EE-MF-000000001

BE-MF-000000001

BE-MF-000000001

BE-MF-000000001

EE-MF-000000001

BE-MF-000000001

BE-MF-000000001

BE-MF-000000001

EE-MF-000000001

BE-MF-000000001

BE-MF-000000001

BE-MF-000000001

BE-MF-000000001

EE-MF-000000001

BE-MF-000000001

JP-MF-000000061

BE-MF-000000001

EE-MF-000000001

BE-MF-000000001

Trade name It

Trade_Name

trade name1

External Implant

Trade_Name_v4

Trade_Name_v3

Trade_Name_v2

structured format (XML)

Follow the steps in Search & View Devices, Systems and/or Procedure Packs [100] to

NOTE
You can only manually bulk-download in XML your own device or system/procedure
pack data if you are a manufacturer or a system/procedure pack producer.

Risk class

Class |

Class |

Class Ill

Class lIb

Class lIb

Class Ill

Class |

Class |

Class |

Class |

Class |

Class lIb

Class lIb

Class lla

Class lIb

Class |

Class lla

Class |

Class |

Class |

Date 1z

2021-07-07

2021-07-05

2021-07-05

2021-07-05

2021-07-05

2021-07-05

2021-07-05

2021-07-05

2021-07-02

2021-07-02

2021-07-02

2021-07-01

2021-06-28

2021-06-28

2021-06-28

2021-06-22

2021-06-21

2021-08-21

2021-06-21

2021-06-21

search and view a device or a system or procedure pack.

UDI-Di status.

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

Not intended for the EU market

Not intended for the EU market

Not intended for the EU market

Not intended for the EU market

Not intended for the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

On the EU market

1. On the Search page, activate the top filter (Only enable search filters available for
bulk XML download) and enter your search criteria.

Enter the search criteria of your choice, and click Search:

Search & View Devices and Systems or Procedure Packs
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o Only enable search filters available for bulk XML download

UDI-DIf EUDAMED 1D Basic UDI-DV EUDAMED Di
Name Trade name
Risk class Nomenclature code
v
Scopes
Competent Authority NB identification
e b4
AR Actor ID/SRN AR name

Results option

() Include historical version
Clea! sgarch

2. Click on Generate XML file:

. T
U

NOTE

Status

Applicable regulation

Reference/Catalogue number

MF / PR Actor ID/SRN

Clear search

Maodel

Country

MF / PR Name

L

need to download an XML file for each page to capture all the data.

3. Confirm your action in the pop-up window:

Download B

Are you sure you want fo generate XML file...?

Cc\“h’m

xClose

4. The system will display a success message. Click Go to Download Management

under the question What do you want to do now?:

Search & View Devices and Systems or Procedure Packs

Only what is shown on the result list will be included in the generated file and not
all the results of your search. If the search yields multiple pages of results, you will
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Search for UDI-Dls

o Congratulations. You have successfully generated your XML file.

Your id is: APP-DTX-000000408

What do you want to do now?

1 whnioad management

Go back to Search and View Devices

5.  You can download the generated XML file by clicking on it under the Download
column:

Download management

Filter ¥

State Service

v - v

Apply filters Clear all filters

Active filters:  No selection

Showing 1 to 1 of 1 entries Show | 20 v | entries per page

State It Download

Module It Service It Request date It

XML [44.71 KB]
© Expires in 15 days

® Successful 2024-04-11 [09:14]

UDl/Device Download of Legacy/ Regulation Device/SPP

APP-DTX-000000841 Berni Ollier

7.3 View historical versions of Basic UDI-
DI/EUDAMED DI, UDI-DI/EUDAMED ID and
associated entities

Follow the steps in Search & View historical versions of Devices, System and/or
Procedure Packs [102] to view the details of a Device or System or Procedure Pack.

1. Once inside the details of the chosen UDI-DI, go to the section in which you wish
to view old versions (e.g. Basic UDI-DI/EUDAMED DI, UDI-DI/EUDAMED ID, Market
Information, Product original manufacturer or Container Package) and click on See
version history:
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UDI-DI 121312_Test_AR

< Go back to the list

| Manufacturer information
Basic UDI-DI details
UDI-DI details
Market information

Clinical Investigation(s)

Manufacturer information

Organisation name: Japanese MF Avd
Actor ID/SRN: JP-MF-000000061
Address: 1 Main Sireet Tokyo
Telephone number: 213 v2

Email: public-details@japanese-mf-a com

Authorised Representative
Organisation name: Belgium AR Av6
Eudamed actor ID: BE-AR-000000021
Address: Brussels

Telephone number: -

Email: public-contaci@belgium-ar-a.com

Basic UDI-DI details

Version 5 [Current] Last update date: B 2021-08-23

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 22091test23_09EC
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? No

Special device type: No

List of UDI-DIs for the Basic UDI-DI

UDI-DI details

Version 3 [Current]

Last update date: B 2021-00-24

UDI-DI code: 121312_Test_AR
Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No

applicable:

Selected nomenclature codes

Code A01010199 HYPODERMIC NEEDLES - OTHERS

Trade name
Trade name applicable: Yes
Trade name: TE_BG [BG],
TN_AR1_Croatian [HR]
Reference/Catalogue number: ref

Is the device directly marked?

Is the device directlv marked?: Nn

Search & View Devices and Systems or Procedure Packs
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Market information

Wersion 1 [Current] | Last updste date: B8 2021-08-23

Member State of the placing on the EU Belgium
market of the Device:
Member States where device is oris to Country From To
be made available on the market: Belgium
lceland
Ireland
Malta
Metherlands

Clinical Investigation(s)
Clinical Investigation

Clinical Investigation, if applicable: Mo

2. You will see, if any, a list of all old versions for the selected entity, e.g. version history
of the Basic UDI-DI:

Basic UDI-DI 22091test23_09EC

| < Go back to the current version |

Historical version for Basic UDI-DI 22091test23_09EC
Version 4 - Last update date: 2021-09-23
Version 3 - Last update date: 2021-09-23

Version 2 - Lasi update date: 2021-09-23

VoY oYy

Viersion 1 - Last update date: 2021-09-23

3. Click on the version you wish to view to access its details:
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Basic UDI-DI 22091test23_09EC

| € Go back to the current version |

Historical version for Basic UDI-DI 22091test23_09EC

=See all version history (4) 4 Previous version [v2] | Mext version [v4]»

| Manufacturer information

Manufacturer information
Basic UDI-DI data

Organisation name: Japanese MF Av4
Clinical Investigation Actor ID/SRN: JP-NF-000000061
List of UDI-Dis for the Basic UDI-DI Address: 1 Main Street Tokyo
Telephone number: 213 v2

Email: public-details@japanese-mf-a.com

Authorised Representative
Organisation name: Belgium AR Av5
Eudamed actor ID: BE-AR-000000021
Address: Brussels

Telephone number: -

Email: public-contact@belgium-ar-a com

Basic UDI-DI data

Version 3 [History] | Lastupdate aater 8 20210823

Basic UDI-DI identification
Applicable regulation: MDR {(REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 22091test23_09EC
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? No

Special device type: No

4. Inside a version, click on the links at the top right corner to browse through the
different versions (all versions, previous, next):

Basic UDI-DI 22091test23_09EC

| £ Go back to the current version |

Historical version for Basic UDI-DI 22091test23_09EC

Version 3 [History] - Lastupdate date: 2021-09-23

=See all version history (4) < Previous version [v2] | Mext version [v4] >

M fach fi ti - .
anuiacturer information Manufacturer information

Basic UDI-DI data
Organisation name: Japanese MF Avd

Clinical Investigation Actor IDISRN: JP-MF-000000061
List of UDI-Dis for the Basic UDI-DI Address: 1 Main Street Tokyo
Telephone number: 213 v2

Email: public-details@japanese-mf-a.com

Authorised Representative
Organisation name: Belgium AR Avs
Eudamed actor ID: BE-AR-000000021
Address: Brussels

Telephone number: -

Email: public-contact@belgium-ar-a.com

Basic UDI-DI data

Version 3 [History] | Last update cate: 8 2021-08-23

Basic UDI-DI identification
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)

Basic UDI-DI code: 22091test23_09EC
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? No

Special device type: No
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8 Annex — device certificate

information

This Annex presents the cases in which the Certificate information needs to be provided
when registering a Regulation Device and the Certificate type to be provided based on the
properties of the device.

The updated versions of the tables below can also be consulted here: Notified Bodies and
Certificates module - Documentation

IVDR Conformity assessments table

IVD: Device class & Certificate type EU QMS EU TDA EU TE EU PQA

Device or Device Device Device or
Group Group

 (NB) v(NB, SSP, scrutiny)
I B - (SSP, scrutiny)
Self/near patient testing devices ¥(NB) v(NB, SSP) ]

v (55P)

Companion diagnostics +(NB, SSP)

v (SSP)

All other class C devices

Self/near patient testing devices ¥ (NB)
v

All other class B devices

v (S5P)

A sterile v

29.3 par #1: MF assigns a Basic UDI-DI before it applies to a NB

(NB) = Same NB carries the conformity assessments.

MDR Conformity assessments table
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MDR: Applicable conformity assessments per device class EU QMS
(and characteristics of the device class) (scope is

ined

Each line represents a different path for assessing the conformity of a devi de

ing
and/or

device arouns)

I Implantable

EU TDA (certificate Scope
is defined using devices)

Non implantable

1Ib implantable

v (SSCP)

sample/generic device group

1Ib non implantable

Sample/generic device group

- Non active de

sample/generic device group

- Active dev
remove a medicinal produ

Implantable v (SSCP)

EU QA

(certificate scope is cope is defined

defined using devi using dev

and/or device

arouns)

EU PV

cate scope

Non implantable v

I sterile condition/measuring function/reusable surgical 7

instrument)

III custom-made implantable (a certificate is needed only 7

for impantable devices)

“sample/device category
+ (S5CP)
v (S5CP)

‘sample/device category

v

v

v

v

v

System/Procedure pack (SPP sterilisation) v

CECP could apply from MDR but it was agreed that CECP is never to be applied for custom-made devices
(NB) = Same NB carries the conformity assessments.

(CECP) = Should requires a CECP

SSCPis reguired for implantable and class Ill devices. If the device needs both a product and a gy then the SSCP is only upl with the product certificate.

Annex — device certificate information

110



European |
== Commission




	EUDAMED user guide
	Table of Contents
	1 Introduction
	2 Getting started
	3 Register Regulation Devices
	3.1 Register a Basic UDI-DI together with a UDI-DI of a Regulation Device
	3.1.1 Step 1: Enter the device and its Basic UDI-DI information
	3.1.2 Step 2: Enter certificate information (if applicable)
	3.1.3 Step 3: Enter UDI-DI identification information
	3.1.4 Step 4: Enter UDI-DI characteristics
	3.1.5 Step 5: Enter additional device information
	3.1.6 Step 6: Enter container package details

	3.2 Register a regulation device and its UDI-DI for an existing Basic UDI-DI

	4 Register System or Procedure Packs (SPP)
	4.1 Register Basic UDI-DI together with a UDI-DI for a System or Procedure Pack
	4.1.1 Step 1: Enter SPP and Basic UDI-DI main information
	4.1.2 Step 2: Basic UDI-DI information
	4.1.3 Step 3: UDI-DI identification information
	4.1.4 Step 4: UDI-DI characteristics
	4.1.5 Step 5: Container package details

	4.2 Register a new System or Procedure Pack UDI-DI for an existing Basic UDI-DI
	4.2.1 Step 1: UDI-DI identification information
	4.2.2 Step 2: UDI-DI characteristics
	4.2.3 Step 3: Container package details


	5 Manage your Device information
	5.1 Manage your device details and Basic UDI-DI/EUDAMED DI
	5.1.1 Delete draft Basic UDI-DI/EUDAMED DI
	5.1.2 Update (create new version of the record) for Basic UDI-DI/EUDAMED DI
	5.1.3 View historical versions of device data and its Basic UDI-DI/EUDAMED DI

	5.2 Manage your device UDI-DI/EUDAMED ID details
	5.2.1 Delete draft UDI-DI/EUDAMED ID
	5.2.2 View details of a registered device and its UDI-DI/EUDAMED ID details
	5.2.3 Update (create a new version) for a device and its UDI-DI/EUDAMED ID
	5.2.4 Update Product original manufacturer
	5.2.5 Update Market Information
	5.2.6 Update Container Packages
	5.2.7 Discard registered devices and their UDI-DIs/EUDAMED-IDs (and their Basic UDI-DI/EUDAMED-DI
	5.2.8 Link registered Regulation Device to registered Legacy Device
	5.2.9 Delete link between Regulation Device and Legacy Device
	5.2.10 View historical versions of a device and its UDI-DI/EUDAMED-ID and associated entities


	6 Manage your own System or Procedure Pack (SPP) information
	6.1 Manage your SPP Basic UDI-DI details
	6.1.1 Delete a SPP draft Basic UDI-DI
	6.1.2 Update SPP Basic UDI-DI
	6.1.3 View SPP Basic UDI-DI historical versions

	6.2 Manage your SPP UDI-DI details
	6.2.1 Delete SPP draft UDI-DI
	6.2.2 Update SPP UDI-DI
	6.2.3 Update SPP Container Packages
	6.2.4 Discard SPP registered UDI-DIs
	6.2.5 View SPP historical versions for UDI-DI and associated entities


	7 Search & View Devices and Systems or Procedure Packs
	7.1 Search & View historical versions of Devices or SPPs
	7.2 Download Devices or SPPs data in a structured format (XML)
	7.3 View historical versions of Basic UDI-DI/EUDAMED DI, UDI-DI/EUDAMED ID and associated entities

	8 Annex – device certificate information

