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1 Introduction

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

The UDI-DI/Device module of EUDAMED is used for the manufacturers to provide their
UDIs/Devices information and to make it available to everyone.’

) VIDEO: What is a UDI?

A SERIES OF NUMERIC OR
ALPHANUMERIC CHARACTERS

).
8N
[

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

For a wider understanding on how to use the platform, including FAQs and process infographics, visit the
EUDAMED Information Centre. For information specific to UDI, visit the UD| Helpdesk.
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https://webgate.ec.europa.eu/udi-helpdesk/en/udi-assignment/identifiers.html
https://webgate.ec.europa.eu/eudamed-help
https://webgate.ec.europa.eu/udi-helpdesk
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INFOGRAPHIC: What are device

identifiers?

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)

Introduction


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
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
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 user guide for
Economic Operators (EO) available for download on the EUDAMED landing page.

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.

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 UDI/Device data
in EUDAMED, you must request access for the UDI/Device module with a higher profile?
as either:

* A Proposer — this profile allows you to create and delete draft records related to your
manufacturer, or

» A Confirmer — this profile includes the Proposer rights and additionally, allows you to
submit and discard records.

2See the Economic Operators user guide, Section 1.2.3, for more information on user rights and profiles.
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https://webgate.ec.europa.eu/cas/help.html
https://webgate.ec.europa.eu/eudamed/
https://webgate.training.ec.europa.eu/eudamed-play
https://webgate.ec.europa.eu/eudamed-play-help/en/actor/basic-concepts/user-rights-and-profiles.html
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3 Registering Regulation

Devices

&) vIDEO: Registering Regulation
Devices

v
v
v Hnn
v Hnn

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 without a UDI-DI.

You will be asked to enter EUDAMED via your EU Login account.

2 INFOGRAPHIC: Registration process for Regulation devices

Registering Regulation Devices


https://webgate.ec.europa.eu/udi-helpdesk/en/udi-assignment/obligations.html
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-udi-registration-process_en_0.pdf
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MANUFACTURER °

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 Il

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

CONFIRMATION o - SUBMIT

(publicly available) I e

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

LZINFORGRAPHIC: UDI identifier

EUDAMED

Regulaticn Devicew wo dolned o madical devices and i vitra diagnaetic medical devices

Tl arip sl Gn U sl prchn Ragualsibaen 0F LU O FPAS (RN o Rasguibadsan A0 T 86 (RIS

Ei

IDENTIFIERS

What are the different identifiersy?

A Regulation Device ord o SystemProcedurs Pack, must o an ssugnod Baskc WD-D) and
LRG0 afed el B fisgrstasied i e LIDE Dinaean mosials’ {LIDI datalsrka | of EUDSASED

ek Bt LICH-CH coafics, UDH-DH vk el Piciinges LIDHDE codk will D difedad 107 i O Roguililaen v of SystemProcetuns Pl

3.1.1 Step 1: Basic UDI-DI identification information

1. Click on Register a new Basic UDI-DI:

Registering Regulation Devices
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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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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 vour actor), depending on your profile

UDI-Dis/Device User management
My Actor data )
Register a new Basic UDI-DI ASSEss USer access requests
o £
1 Register a legacy device Manage your users
Manage your Basic UDI-Dis / EUDAMED Dis

Manage your actor data
Manage your Devices details
Manage your email notifications

2. On the next page, enter the Basic UDI-DI information. Select the applicable
regulation.

NOTE

In this guide demonstration, 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

DOrganisation name: Test MF

Actor IDVSRN: LI-MF-000000104

Address: Oak 51, 101 8088 Vaduz
Telephone number: +343 BOET 6513

Email: sudamadi@manufactunar.com

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

VDR (REGULATION (EL) 21 7/T46 on in vilro diagnostic medical devices)

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

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 () No @ s ita System or Procedure Pack which is a Devics i itssif s required unless you select the option - No

Iy
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 Software3):

Registering Regulation Devices 7
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Special device type

Yes a No o Special device type is required unless you select the option - No

* Special device type:

O Qrthopedic

O Rigid Gas Permeable (RGP) & Made-to-Order Soft Contact Lenses
O Software

 Standard soft contact lenses

NOTE
Q As of now it is not possible to register devices with the following Special Device
types:

Standard soft contact lenses

Rigid Gas Permeable (RGP) Contact Lenses

Made-to-order soft contact lenses

Spectacle frames

Spectacle lenses
+ Ready-made reading spectacles

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

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

| *] |

R

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.

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:

3For more information, visit the EUDAMED Information Centre, or the UDI Assignment to Medical Device
Software webpage.

Registering Regulation Devices 8
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Authorised representative identification
Organisation 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 Risk Class and select Yes or No for each option that follows.

Basic UDI-DIl 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 the Device model is not applicable,
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 o Device model is required by default unless you select the option - No

* Device model

Device Model_Test

Device Name

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

Save & Next >
| s |

3.1.2 Step 2: Certificate information (when applicable)

This section will become active depending on the information provided for Risk Class and
additional properties in the Basic UDI-DI.

In the case of certificate information, at least the following should be provided:

Registering Regulation Devices
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» whether EU type examination cetrtificate 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 Notified Body from the new
window.

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

NOTE
g Certificate Information for a 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 1 [88] — Device Certificate Information [88] you can find the different cases
in which Certificate information is needed and the type of certificate. (In summary, it is

applicable for MDR risk class Ill and 1lIb and IVDR risk class B with self-patient testing/
near-patient testing, risk class D and C).

Certificate information

EU typa-examination certificate if applicable

Yas a MNo e EU fypo-eomeninadion cerfificate ks requined unless you select the oplion - Ne

" Enter NB number of name:

Cartificate number: Ravision number:

Registering Regulation Devices
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3.1.3 Step 3: UDI-DI identification information

) VIDEO: UDI carrier and display formats

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.

Registering Regulation Devices 1"
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NOTE

g In the case of a GS1 Issuing Entity, 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 less 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)

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 b

UDI-DI from another entity (secondary) applicable

Yes o No e UDI-DI from another entity is required unless you select the option - No
* Issuing Entity * Secondary UDI-DI value

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

* Enter the nomenclature code (EMDN code)

Advanced search of device nomenclature

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 e Trade name is required unless you select the option - No
* Trade name * Select the language
Trade_Name_01| 1 v

o Add a trade name in another language

Registering Regulation Devices 12
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5.

6.

7.

Enter the Reference/Catalogue number:

* Reference/Catalogue number:
REF_TEST
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?
O same asUDI-D
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 can be used for different UDI-Dls in case the same device
has different root packaging (each one having a different UDI-DI).
* Is the device directly marked?
Issuing Entity: Init of Use D
8. If the base quantity is less than two, then no unit of use Di is provided:
*Is the device directly marked?
%‘Ves ® No
E
* Type of UDI-PI

[ Lot or Batch number
[0 serial number

[0 Manufacturing date
[ Expiration date

9. Select the Type of UDI-PI.

Registering Regulation Devices
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* Quantity of device

3

* Type of UDI-PI

[] Lot or Batch number
[ ] Serial number

] Manulacturing date

M Expiration date

10. Enter any additional information you think important to specify about the device,
select the language in which the additional information is provided and enter a URL
(web address) if you have one for additional information online:

Additional product description Select the language
| Product Descnption | W
Bulgarian
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 UDI-DI status in selecting whether it is On the EU market or Not intended
for the EU market and click on Save or Save & Next:

* UDI-DI status

Not intended for the EU market

@® On the EU Market

3.1.4 Step 4: UDI-DI characteristics

1. If applicable, specify clinical size for the UDI-DI and choose the dimension and the
precision values in the drop-down lists below:

Registering Regulation Devices 14
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NOTE

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 in which the
description is given. 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 given in the same languages.

Clinical size applicable

Yas a No ecuwmmmmm{mmmﬂhm-m

Select type(s) of dimension you need

* Type:

Frequency w
* Precision: * Minimum: * Maximum: * Measure unit:

Range ~ 50 60 hertz (Hz) ~
o Add a type of dimension

You shall provide one of the following precision type:
* 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 dimension, but only
one dimension for a given type.

2. Specify if the device is labelled as single use.

When device is not labelled as single use you will be asked to provide the number of

reuses if applicable:

+ If the Maximum number of reuses is not applicable, then the device is considered
as a non-Single Use Device and the device 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 a No 6 Maximum number of reuses is required unless you select the option - No

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

* Maximum number of reuses:

2

Registering Regulation Devices
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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

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

4. For MDR, if applicable, enter the CMR and/or Endocrine disruptor substances. When
specifying CMR and/or Endocrine substances you have the option to provide the EC#
or CAS#. If you do provide them, only the Name of substance is required (i.e. the
language is no longer required):

* 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

6 At least one of these fields (EC# or CAS#) must be filled in
EC# CAS#
‘ 203900

ECHA database »

" Name of the substance

o Add a CMR substance

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

Yes No

5. If applicable, the Storage/handling conditions; choose the correct information from the
list and provide a description where relevant:

dling condi " bk

Yes o No o SWIPES B T) (OIS IS QST riess g Seect T SEOn - N

* Storagehandling conditions type:

OTHER * v

* Description * Select the language

° AZd $30 @ NANJINg CONGAong N ANOINS 1ANGUage

o Agd another 3toragahanding Congton

Registering Regulation Devices 16
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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 language in which the description is given.

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

Critical warnings or contra-indications, if applicable

Yes 0 No e Critical warning or contra-indications are required unless unless you select the option - No

* Cnitical warning type * Description

aution: Contains of presence of Test
¥

Defibrillation-proof type CF applied part

NOTE

3 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 language in which the description is given.

3.1.5 Step 5: Device information

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

Device information
* Reprocessed single use device
Yes No

Y
* Intended Eurpose other than medical (Annex XVI)

Yes No

2. If you select Yes for the Intended purpose other than medical (Annex XVI), possible
options will appear. Select the relevant purpose(s):

Registering Regulation Devices
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* Intended purpose other than medical (Annex XVI)

® Yes No

Contact lenses

Products intended to be totally or partially introduced in the human body{

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

High intensity electromagnetic radiation

O O O O

Brain electrostimulation

3. Select Yes or No if the device was designed and manufactured by another legal or
natural person.
If Yes, enter the Actor ID/SRN or name of the other legal or natural person that
designed and manufactured the device. Click Find to see the search outcome. If
registered as manufacturer in EUDAMED, the system will provide a list of matching

records from which you can select one, and the system will retrieve the information:

Is the device desigrisd and manufactured by another legal or natural person?

Yes O No

| know the SRN

* Enter SRN or name

4. If you cannot find the other legal or natural person that designed and manufactured

the device because they are not registered as a manufacturer in EUDAMED, uncheck
the box I know the SRN and complete the required fields with the details on the other

legal or natural person that designed and manufactured the device:

Registering Regulation Devices
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Yes O No e Street information is required unless you select the option - No

PO box

Latitude Longitude

Latitude format example: -15.4543 Longitude format example: 178.34354353

* City name * Postal code
‘ Ly

* Country

‘ v

Telephone

Telephone format example: +32 x 3000 xx xx

* Email

5. Select Yes or No to provide the Clinical Investigation reference for the current UDI-DI:

Clinical Investigation

Yes O No o Clinical Investigation is required unless you select the option - No

X Clinical Investigation '212121' is not registered in EUDAMED

" Enter Clinical Investigation Number

’ 232423232

6. When registering under MDR, select Yes or No to complete information on tissues
and cells, and information on substances:

* Tissues and cells
Presence of human tissues or cells, or their derivatives

Yes ® No
Presence of animal tissues or cells, or their derivatives
Yes @ No

b

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

Yes No

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

Yes No

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

” |

If you answer Yes to Information on substances, enter the details:
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* Information on substances
Presence of a substance which, if used separately, may be considered fo be a medicinal product

@ Yes O No

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 complete information on tissues and cells, in addition
you shall specify if the device is new:

= Thnasen weed colin

Frrdirea oF Mo Db OF CEE O e e e

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.

7. Choose a Country in the drop-down 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

Austria v

* Member States where the device is or is to be madeTavailable on the market:
* Select one or more countries »

Save Save & Next »

NOTE

S 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).

3.1.6 Step 6: Container package details

&) VIDEO: UDI carrier placing

1 (ph

1. Click on Add container package when there is a higher packaging level for the root
UDI-Dl:
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2.

3.

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

o Add container Q@Kﬂgg
ECEN T

Each package level requires a unique UDI-DI assignment. You begin by registering
the container package associated with the root UDI-DI (also known as the primary
UDI-DI). You have the option to add multiple levels and container packages. Input
the Issuing Entity, UDI-DI code for the package, and Quantity per package, then click
Save:

NOTE
g If the UDI-DI already exists in EUDAMED, the system will prevent you from
saving.

Add container package

P
M Container package UDI-DI for UDI-DI 76766766
* Issuing Entity * Package UDI-DI value * Quantity per package Total number of devices

Select the generated information and click on Submit:

o Add container packaggE o Edit container package e Delete container package

[Root] UDI-DI: 76766766 (HIBCC)
UDI-DI: 5455678 (HIBCC) | Quantity per package: 3 (9)

@ UDI-DI: 767676 (HIBCC) | Quantity per package: 9 Hﬂi’j

A pop-up window will appear asking you to confirm your submission:
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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. You will be redirected to a new page saying you successfully submitted your
registration:

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

ﬁl&u.lﬂﬁ.ﬂﬁ%mm
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3.2 Registration of a UDI-DI for an
existing Basic UDI-DI of a Regulation
Device

On the EUDAMED Dashboard, select Manage your Basic UDI-DIs/ EUDAMED Dils:
Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Requlation (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 UDIDI Assess user acoess requests.
(m) ister 3 lenscy device Manage your ussrs

lanage your Basic UDI-Dis / EUDAMED Dis

Manage your actor dats
Manage your email notifications

Machine to machine data defivery
preferences

Filter the Basic UDI-DIs/ EUDAMED Dls in state Submitted or Registered:

New 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 delails management » | Register a new Basic UDIDI Register Legacy Device

Applicable regulation Risk class State
| . v | 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-DIVEUDAMED DI Code It Devices It Device model 1t Device Name 1t Risk class Date t= Actions

121NN 21212 Test Class lla 2021-03-31 ® 1st Draft

1111184FG4G228694YC Class llb 2021-03-19 ® 1st Draft

o
o

From the results, find the Basic UDI-DI for which you would like to add a new UDI-DI.
Click on the three dots on the right and click on Add a new UDI-DI to this Basic
UDI-DI:
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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 Device Name |1

Show entries per page

1234503276

1234503072

123450VP

B-555908900698

1234500V

1234500462

B-2203615490541

Model OP Class llp
MOdel 88 Class llp
Model 1 Hame 1A Class Il
MyModel 111 MyDeviceName 111 Class |
Model 550 Class lla
Model 9 Class Il
Model abc Mame abc Class lla

2021-03-30

202103 @

202103 %

@ Registered
View Data

iew 3l UDI-Dis for this Basic UDI-DI

202]-03—'

+ Add s UDI-DI to this Basic UDI-DI I

2021-03-08

2021-03-08

2021-03-04

@ Registered
@ Registerad

® Registered

4. Complete the series of 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 [14], Step 5: Device information [17], Step 6: Container Package

Details [21]):

Add new UDI-DI to existing Basic UDI

Manufacturer identification
BE-MF-000000004, Alexandru Release

Basic UDI-DI identification
Applicable regulation: MDR {REGULATION {EU)
2017745 on medical devices)

Bagic UDI-DI code: 1234503276
Issuing Entity: GS1

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

Ha
Special device type: Mo

uDi-ol
identification char
information

UDI-DI identification

UDI-DI identification
* Is=uing Entify:

@ 2 ;

* UDL-DI code:

Device
infarmation

GS1 v | |

UDI-D from another enfity (secondary) applicable

Yes()No

* Enter a nomenclature code (EMDN code):

Advanced search of device nomenclature

4

Container
package(s)

o UDI-Dl from anather entity is required unless you select the option - No

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

UDI-DI:
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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
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4 Registering Legacy

Devices

On the dashboard, click on Register a Legacy device:

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 vour actor), depending on your profile
UDI-Dis/Device User management
My Actor data
Register a new Basic UDI-DI Assess user access requesls
I
( A Regisier a legacy device Manage your users

Manage your Basic UDI-Dis / EUDAMED Dis
Manage your aclor data
ey Manage your Devices details
Manage your email notifications

INFOGRAPHIC: Identifiers of a legacy device

EUDAMED DI

What isi & EUDAMED DIT

EUDAMED DI & BASIC UDI-DI

EUDAMED

]
L
EUDAMED DI
T ELIDARIED DH exsvirsgeets. i B
Flawiac. LICW-LH

- 1 can sther be enleely oraealod By
.' ELNAALEED) # n UNHEH Rt vy Basan
assipnad o the oy doreon, on Bha O

oo can by parly seesgeasd by B
fadsch el [ELADAMED i th dissg
EUDAMED nl innlity bor i EVDWAAEED [H)

L]
[ EETE RN
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4.1 Step 1: EUDAMED DI identification
information

1. Select the applicable legislation:
Legacy Device registration

Manufacturer identification

Organisation name: Belgian MF A

SRN:
Address:

BE-MF-000000041
Rue A, 1 1060 Brussels

Telephone number:

Email:

public-contact@belgian-mf-a be

* Applicable Legislation

© IVDD (Directive 98/79/EC on in vitra Diagnostic Medical Devices)
© MDD (Directive 93/42/EEC on Medical Devices)
O AIMDD (Directive 90/385/EEC - Active Implantable Medical Devices)

2. Select Yes or No to whether a UDI-DI is already assigned to the legacy device. If
yes, enter the Issuing Entity and the UDI-DI code, and click Generate. EUDAMED
will create a corresponding EUDAMED DI (the UDI-DI code with “B-“ as prefix).

N

NOTE

In the case of a GS1 Issuing Entity, 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 less 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)
¢ 00nnnnnnnnnnnn (GTIN-12)
¢ Onnnnnnnnnnnnn (GTIN-13)

If the legacy device has no UDI-DI assigned to it, the EUDAMED DI must

be provided. The EUDAMED DI can be either assigned by the manufacturer
respecting the check digits rules or will be generated by EUDAMED during the
registration process from the manufacturer’s device identification by adding to it
the “B-* prefix and the two characters check digits at the end.

UDI-DI assigned for the current legacy Device?

Yes C) No

* Issuing Entity. * UDI-DI code

‘ v ‘ ‘

* Generate a EUDAMED-DI based on your UDI-DI code provided above:

Registering Legacy Devices
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3. Non-EU manufacturers have to select the authorised representative (AR) for the
current device from the options available.

Basic UDI-DI main information
*Is it a kit?

O Yes ® No

Special device type

I
Special device type s required unless you select the option - No
Yes No O = ype is req| v o

* Special device type:

O Software

If there is only one AR with an active Mandate with the manufacturer, it will be
automatically retrieved:

Authorised representative identification
Organisation name: Belgian AR A

Eudamed actor ID: EE-AR-000000046

Address: Rue E, 1 1060 Brussels

Telephone number: -

Email: contact@belgian-ar-a.be

4. On the left you will see a summary of the device characteristics.
Choose a “Risk class from the list and select Yes or No for each of the options.

Legacy device registration

2 3 4 5
Manuf identificati EUDAMED DI Ceriificate Device Device Device
anufacturer identification information information identiication characteristics information

information

EUDAMED DI information

" Risk class:

BE-MF-000000041, Belgian MF A

EUDAMED DI identification
Applicable legislation: VDD (Directive 98/79/EC on in

vitro Diagnostic Medical Devices)

* Near-patient testing

EUDAMED DI code: B-56909 O Yes O No
Issuing Entity: EUDAMED

* Self-patient testing
Kit: No O Yes O No
Special device type: Software

* Companion diagnostic

O Yes O No
* Reagent
O Yes O No

* Instrument

O Yes O No

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

Device model applicable

g |
Yes . No Device model is required by default unless you select the option - No
(» o

* Device model

Device Name:

6. Click on Save to save your draft and complete it later, or Save & Next to save it as a
draft and continue with the following steps:
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4.2 Step 2: Certificate information

Select a certificate type, enter an NB number and click “Find”. Enter the certificate
number and expiry date. If available, enter a revision number.

NOTE

g Information on active certificates must be provided for Legacy Devices. Legacy devices
could have no certificate information only in case a certificate would be required only
under MDR/IVDR (like for class | reusable surgical instruments).

In Annex 2 [89] to this document you may find the certificate types that can be
provided for the Legacy Devices specific for each applicable legislation of the Device.

Several identification details for several certificates can be entered:

Certificate information

Item #1 v

* Certificate Type:

EC Certificate Full Quality Assurance System v

# Change Notified Body
Organisation name: EVPU a s

NB number: 1293

Address:

Telephone number: 421 42 44 03 600
Email: hudak@evpu.sk

* Certificate number Revision number

276898081

* Expiry date

2021-06-30) =

YYYY-MM-DD

4.3 Step 3: Device identification

information

EUDAMED will display the identifier of the Device (the previously provided UDI-DI or the

EUDAMED ID generated based on the provided/generated EUDAMED DI. EUDAMED ID
has the same code as the EUDAMED DI, except that it is with a “D-* prefix instead of the
“B-* prefix):
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Device identification
* Issuing Entity * EUDAMED ID code:

EUDAMED v D-LM100X3PL

1. Enter the EMDN code. Click on Find and select the correct one:

* Enter the nomenclature code (EMDN code)
|

Advanced search of device nomenclature

2. If applicable, enter the trade name and select the language, otherwise select No:

Trade name applicable

Yes a No o Trade name is required unless you select the option - No
* Trade name * Select the language:
‘ Trade_Name 01| | | 1 v

°A I name in an [ language

3. Enter a reference/catalogue number and any additional information you might have:

* ReferencelCatalogue number;

Additional product description: Select the language:

o Add additicnal product descriplion in another language

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

" Device status:

On the EU market W
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4. You can choose the market status of the Device:

* Davice status:

On the EU market L

On the EU market
Mo longer placed on the EU market

4.4 Step 4: Device characteristics

1. Select Yes or No for the first three options, then select Yes or No whether if Storage/
handling conditions are applicable:

* Labelled as single use

O Yes O No

* Need for sterilisation before use

O Yes O No
* Device labelled as sterile

O Yes O No

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:

o Add another storage/handling_condition

2. If applicable, provide the correct values by selecting from the options provided and
enter a description:

Storage/handling conditions, if applicable

Yes a Mo o Etoragethandling conditions are required unless you sehact the option - Na

* Storage/handling conditions type: Description:

o Add another storage/handling condition
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3. Select Yes or No for Critical warnings or contra-indications and if Yes, enter the type
and description. After completing, click on Save or Save & Next:

Critical warnings or contra-indications, if applicable

Yes a No e Critical warning or contra-indications are required unless unless you select the option - No

* Critical warning type: Description

o Add critical warnings or contra-indications

4.5 Step 5: Device information

1. Select Yes or No if the device was designed and manufactured by another legal or
natural person, and enter the SRN number if you know it:

Is the device desigri}d and manufactured by another legal or natural person?
s O o

| know the SRN

" Enter SRN or name

If you do not know the ActorlID/SRN, uncheck the box and complete the required
fields:

Yes D No 6 Street information is required unless you select the option - No

PO box

Latitude Longitude

|
Latitude format example: -15 4543 Longitude format example: 178.34354353

* City name * Postal code

Ly
* Country

Telephone

Telephone format example: +32 x 300t xx xx

* Email
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2. Select Yes or No to provide the Clinical Investigation reference:

Clinical Investigation

e
Yes No Clinical Investigation is required unless you select the option - No
@ o

Clinical investigation conducted inside EU?:

O Yes O No

o Add new Clinical [nvestigation

3. Select Yes or No for the three following options on Tissues and cells:

* Tissues and cells
Presence of human tissues or cells, or their derivatives:

® Yes O No

Presence of animal tissues or cells, or their derivatives:
® Yes O No

Presence of cells or substances of microbial origin:

O Yes @ No

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

Belgium v

4. Select a Country from the drop-down list where the device has been placed on the
EU market, and click on Submit to submit it directly or Preview to view before
submitting:

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

e

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

* Select one or more countries ¥

5. A pop-up window will appear asking you to confirm your submission. Once you
confirm, you will be brought to a new window confirming the submission of your
Legacy device:

Legacy Device registration

o Congratulations. You have successfully submitted your Legacy device registration request.
What do you want to do nhow?

Register a legacy device

Go to the dashboard
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5 Registering System or

Procedure Packs (SPP)

5.1 Registration of a 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.

5.1.1 Step 1: Basic UDI-DI main information

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

Home Tasks v Search & view v Transmission v News Help v 2 John Smith Logout

CURRENT ACTOR: System/Procedure Pack Producer, BE-PR-000000062, AR_SPPP [Belgium] Switch actor #¥Notifications

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) See all the news
2017/746 on in vitro 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.

System or Procedure Pack

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

2. On the next page, specify the Issuing entity and the Basic UDI-DI code:
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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:

v ‘

* System or Procedure Pack type:

© Procedure Pack

O System

Save & Next »

NOTE
S Only the applicable legislation MDR (REGULATION (EU) 2017/745 on medical
devices) is possible for system and procedure packs (selected by default).

If the Basic UDI-DI code already exists in EUDAMED, the system will prevent you
from saving — a Basic UDI-DI must be unique:

Systemn or Procedura Pack registration

Procedurs pack producer dentification

e gemas raws R
e i LR T N R
dorEan o B e
Talaptara reber ol R
P w e a e o e
Appdcahis rgulaticn
WA (A, AT (1) 5 O s Sl divm
Basic UDI-01 main Infermation
" gy Lty ey LCATR povde
Rt w RHi Sy

D Chopeie i e i 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:
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* System or Procedure Pack type:

» Procedure Pack

) System

Save & Next »

5.1.2 Step 2: Basic UDI-DI information

On the next page, enter the Basic UDI-DI information:

System or Procedure Pack registration

(1] 2 3 4

Producer identification Basic UDI-DI UDLDI UDLDI Container
BE-PR-000000062, AR_SPPP information |t|:1"e:gtr£\§:luonn characteristics 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 * Indicafion of medical purpose: * Select the language:

Issuing Entity: GS1 . ~

System or Procedure Pack type: Procedure Pack

Y
o Add another indication of medical purpose
Device model applicable
Yes C’ No e Device moded is required by default uniess you select the option - No
= Model:
Name:

Save et >

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

Producer identification Basic UDLDI upLDI uDLDI Container
TSRS AT information ertifcation characteristics 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 " Indication of medical purpose: * Select the language

2. Fill'in the indication of medical purpose and select the related language from the
drop-down list.
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~

2017/745 on medical devices)

Basic UDI-DI code: 12121121212120L " Indication of medical purpose: ” Select the language:

Issuing Entity: GS1 - W

System or Procedure Pack type: Procedure Pack

o Add another indication of medical purpose

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

Select “Yes” or “No” if Device model is applicable and, if applicable, 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

3. Click on “Save” to save your registration as a draft and come back to it later, or click

on “Save & Next” to save it as a draft and continue to the next steps:
[ |

[ e ]
5.1.3 Step 3: UDI-DI identification information

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

UDI-DI identification

UDI-D identification
* tusuing Entity: ® IDH-DH oo

G5 ~
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NOTE

g In the case of a GS1 Issuing Entity, 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 less 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)
* 00nnnnnnnnnnnn (GTIN-12)

¢ Onnnnnnnnnnnnn (GTIN-13)

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

551 v

UDI-DI from another entity (secondary) applicable

Yes O No e UDI-DI fram another entity is required unless you select the option - No

" Issuing Entity " Secondary UDI-DI value

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

* Enter the nomenclature code (EMDN code)

Advanced search of device nomenclature

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

°A I name in another language

5. Enter the Reference/Catalogue number:

* Reference/Catalogue number:

REF_TEST

6. Select the Type of UDI-PI.

* Type of UDI-PI
[0 Lot or Batch number
Serial number

[
[0 Manufacturing date
Expiration date

7. Enter any additional information you think important to specify about the System or
Procedure Pack, select the language in which the additional information is provided
and enter a URL (web address) if you have one for additional information online:

Additional product description Select the language
Product Description v
Bulgarian )
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 or Not
intended for the EU market and click on Save or Save & Next:
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* UDI-DI status

Not intended for the EU market

@® On the EU Market

5.1.4 Step 4: UDI-DI characteristics

1. Select Yes or No for each option regarding sterilisation:

© o o :

Basic UDI-DI uDi-Di UDi-Dn Conmtainer
information identification characteristics package(s
information

UDI-DI characteristics

" Need for sterilisation before use

Yes No

* Device labelled as sterile

Yes No [:3

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:

Storage/handling conditions, if applicable
Yes a No o Storagehanding condibont ane required UMiesE you salect the option - No

* Storage/mandiing conditions type
OTHER * v

* Description * Select the language

Tesq

®

o Add storage/handling conditions in another language

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 language in which the description is given.
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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 0 Critical waming or contra-indications are required unless unless you select the option - No

* Critical warming type * Descnption

Cautior tains of presence of W Test
!

Defibrnillation-proof type CF applied part

o Add cntical wamings of contra-indications

NOTE

g 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 language in which the description is given.

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

5.1.5 Step 5: Container package details

™) VIDEO: UDI and Systems and Procedure Packs
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1. Click on Add container package when there is a higher packaging level for the root
UDI-Dl:

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

o Add contaner pagkage

| ; f

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, and click on Save:

NOTE
S If the UDI-DI already exists in EUDAMED, the system will prevent you from
saving.

Add container package

P
A Convainer package UDI-DI for UDI-DI 76766766
* Issuing Entity * Package UDI-DI value * Quantity per package Total number of devices

v 5455678 l 3 = 9

2. Select the generated information and click on Submit:

o Add {Dmalﬂef packaae o Edit container package e Delete container package

[Root] UDI-DI: 76766766 (HIBCC)

UDI-DI: 5455678 (HIBCC) | Quantity per package: 3 (9)

@ UDI-DI: 767676 (HIBCC) | Quantity per package 9{81'45
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3.

As a final step, a pop-up window will appear, asking you to confirm that you are ready
to submit your registration request. If so, click on Submit my Request:

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-DIis” page

Upon submission, you will see a message that you have successfully submitted a
SPP registration request:

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 Pach

Go 1o the gashboard

5.2 Registration of a UDI-DI for an
existing Basic UDI-DI of a System or
Procedure Pack

1.

2.

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
( ﬂ" Manage your users Manage your Basic UDI-Dis
Manage your UDI-Dis
Manage your actor data

Manage your emad nolifications

Machine to machine data dedivery
preferences

Filter the Basic UDI-DIs 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 filter:
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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

5.2.1 Step 1: UDI-DI identification information

1. Complete all the necessary information in the UDI-DI identification information tab:
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o 2 3

UDI-DI UDi-Di Container
identification characlernisiics package(s)
information
UDI-DI identification
UDI-DI identification
" Issuing Entity " UDI-DI code
HIBCC b | 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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5.2.2 Step 2: UDI-DI characteristics

1. Fill in 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 on Save & Next to move directly to the next step (or click on Save to save your
draft for later).

5.2.3 Step 3: Container package details

To complete this step, please consult Section 5.1.5 [42] Container Package Details [42] of
this guide.

Registering System or Procedure Packs (SPP) 47



EUDAMED user guide

6 Manage your own device

information

6.1 Manage your device Basic UDI-DI/
EUDAMED DI details

1.  On the dashboard, click on Manage your Basic UDIs/EUDAMED Dis:

CURRENT ACTOR: Manufacturer, BE-MF-000000001. Belgium MF A V3 [Belgium] Switch actor WNotifications

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU on medical devices and Regulation (EU) 2017/746 on in vitro See all the news
diagnosis medical devices

MDR EUDAMED is structured around 6 inferconnected 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
User management UDI-Dis/Device
My Actor data T -
Assess user access requests o Register a new Basic UDIDI
(H Manage your users Register a legacy device
Manage your Epsic UDI-Dis / EUDAMED Dis
Manage your actor data
Manage your dévice detaits
Manage your emai nolifications

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

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

Basic UDI-DIs / EUDAMED DlIs management

Go to Device details management > | Register a new Basic UDI-DI [l Register Legacy Device

Active fillers:

| State: Draft | Clear all fitters

Showing 1to 9 of 9 entries Show | 20 v | enfries per page

Basic UDI-DIVEUDAMED DI Code It Devices IT Device model It Device Name T Risk class Actions
B-12121EL ‘ Test Class lib 2021-04-01 @ st Draft
121211212105 O Test Class lla 2021-04-01 ® 1st Draft
1211421211211EW O Device Name Class lla 2021-04-01 ® Draft
312121211212121333383 0 Device Model_Test_CLASS llA_v3 Device Name Class lla 2021-03-18 @ Draft
12121233333333343HC O test Class | 2021-02-15 ® st Draft
123454BCBY o test Class | 2021-02-05 ® 1st Draft
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3. Click on the three dots on the right of the desired entry and then click on View Data
from the list:

Date 17 State Actions

2021-06-09 ® Draft
20214 @ M&

* it D
2021- * Edit Dala

@ \iew all UDI-Dis for this Basic UDI-DI

2021-

4. You will see a summary of the details concerning your Basic UDI-DI/EUDAMED DI:
Basic UDI-DI 1211421211211EW

| < Go to UDI-DVEUDAMED DI management

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

|E!zsi|: UDI-DI data Basic UDI-DI data

Clinical Invesfigation Version 1 [Currenf] | Last update date: & 2021-03-23

Certificates
Basic UDI-DI identification

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

Basic UDI-DI code: 1211421211211EW
Issuing Entity: G51

Is ita System or Procedure Pack which is a Device in itself? No

Special device type: No

Risk class: Class lla
Implantable: No
Measuring function: No
Reusable surgical instruments: No
Active device: No
Device intended to administer and/or No

remove medicinal product:

Name: Device Name

6.1.1 Delete a draft Basic UDI-DI/EUDAMED DI

After following steps 1, 2 and 3 from Manage your device Basic UDI-DI/EUDAMED DI
details [48] to view a Draft Basic UDI-DI/EUDAMED DI in state 7st draft, you have the
option to delete this draft.

1.  When you are inside the View details page of the desired 1st draft, click on Delete:

Basic UDI-DI data

=)
2]
=

LU

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?:

Risk class: Class lib

A pop-up will ask you to confirm the delete action:

Manage your own device information

49



EUDAMED user guide

xClose
Delete Basic UDI-DI

Delete Basic UDI-DI and all its related elements? Basic UDI-DI has the following UDI-DI associated:
= 77638038743458

Continue operation?

e

The system also warns about deletion of the UDIs under the 7st draft device.

2. To delete a draft version of a device open the View details page of the device. The
system will display the existing draft version. Click on Delete:

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

IEasic UDI-DI data Basic UDI-DI data “ Delete

Clinical Investigation Wersion 2 [Drat] | Last update date: 8 2022-10-0¢
Certificates Applicable regulation: IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
Basic UDI-DI code: 123457528F
Issuing Entity: GS1
Special device type: No
Risk class: Class A
Near-patient testing: No
Self-patient testing: No

A pop-up will ask you to confirm the delete action:

Délete Basic UDI-DI

Delete Basic UDI-DI version 4 ?

6.1.2 Update (create new version) for Basic UDI-DI/
EUDAMED DI

Follow the steps in section Manage your device Basic UDI-DI/EUDAMED DI details [48] to
view a Basic UDI-DI/EUDAMED DI.

1. Once inside the details page for the desired Basic UDI-DI, click on Create new
version on the top right corner:
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Basic UDI-DI 1211421211211EW

| < Go to UDI-DVEUDAMED DI management

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

|Basi|: UDI-DI data Basic UDI-DI data

Clinical Investigation Version 1 [Currend] | Last update date: & 2021-03-23

Ceriificates
Basic UDI-DI identification

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

Basic UDI-DI code: 1211421211211EW
Issuing Entity: GS1

Is it a System or Procedure Pack which is a Device in itself? No
Special device type: No

Risk class: Class lla
Implantable: No
Measuring function: No
Reugable surgical instruments: No
Active device: Mo
Device intended to administer and/or Mo

remove medicinal product:

Name: Device Name

2. Update the desired details:
12345-test-udi-1-HL [version: 4]

Create a new version of 12345-test-udi-1-HL

Risk class: Class lib
Implantable: No
Measuring function: Yes
Reusable surgical instruments: No
Active device: No
Device intended to administer and/or remove medicinal No
product:

Device model applicable

Yes c No € Device mosel aopicabie

* Device Name b

{ version 3

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

SEeN o et i

3. To complete the action:
a. Click on Save to save to your registration as a draft and continue at a later point.

Save -M Submit new version Cancel

b. Click on Submit new version, if you are certain about the update and wish to
submit it.

Manage your own device information
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Alternatively, click on Cancel to cancel the update.

6.1.3 View historical versions for Basic UDI-DI/

EUDAMED DI

Follow the steps in section Manage your device Basic UDI-DI/EUDAMED DI details [48] to
view a Basic UDI-DI/EUDAMED DI.

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

Basic UDI-DI data

Version 4 [Current] | See vergion 33;31 Last upciate 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 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 on the top right corner:

[ € 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 reguiation: 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: No
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6.2 Manage your device UDI-DI/EUDAMED
ID details

1. On the dashboard of EUDAMED, click on Manage your Device details:

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 around & inter modules and a public site.

Tasks

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

UDI-Dis/Device User management

My Actor data i
Register 8 new Basic UDI-DI ASSE5S USEr S0CESS raquests
Register & legacy device Mansge your users

Mansge your Basic UDI-Dls / EUDAMED Dis
IManEge your device detsils |

Mansge your sctor data

Mansge your emsil nofificsions

Machine to machine dats delivery preferences

Search & View

Overview of modules allowing you fo search and view details, depending on your profile

i [} ]

Actors UDI-Dis/Devices Certificates

2. You will see a list:

Showing 1 to 20 of 30 entries Show 20 v  entries per pagl

Reference/Catalogue Nomenclati

number It it

~ EUDAMED DI code: B-435345PL, Device Name: dsfdafd, Class llb, MDD (Directive 93/42/EEC on Medical Devices)
D-435345PL 2021-03-29  On the EU market ® 1st Draft -

~ EUDAMED DI code: B-20001E6, Device Name: NameOfDevice2020201, Class llb, MDD (Directive 93/42/EEC on Medical Devices)

D-20001E6 CatalogueNumber1001010 2021-03-26  On the EU market ® 1st Draft -
~ EUDAMED DI code: B-12335671, Device Name: 12335671, Class llb, MDD on Medical

12335671 12335671 2021-03-24  On the EU market ® 1st Draft =0
 Basic UDI-DI code: 2021032320U7, Device Name: NameD123, Class |, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new UDI-D|
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NOTE
By default, the system lists the devices in draft state. To retrieve other states use
the filters:

Applicable regulation Status
Risk class Trade name UDI-DIEUDAMED |Dcunl}

Nomenciature code Properties Reference/Catalogue number

Active filters

State: Drat | Clear all filters

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

State Actions

® 1st Draft o
® View data

# Edit data
|

4. You will see a summary of the details of your device:

EUDAMED-DI D-435345PL = See UDIDIgs) list (1)
Iumm data UDI-DI data DELETE
Product designer
EUDAMED ID code: D-435345PL

Market Information
Issuing Entity: EUDAMED

Selected nomenclature codes

Trade name
Trade name applicable: Yes
Trade name: Trade name

Reference/Catalogue number:

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

Device status: On the EU market
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6.2.1 Delete a draft UDI-DI/EUDAMED ID

Follow the steps in Manage your device UDI-DI/EUDAMED D details [53] to view a draft
UDI-DI.

1.  Once inside the desired Draft UDI-DI, click on Delete:

= See UDI-Di(s) st Next UDI-DI »
UDI-DI code: 12212121
Issuing Entity: HIBCC

UDI-DI from another entity

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

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

2. A pop-up message will ask you to confirm the delete action:

Delete UDI-DI

Delete the Draft version of UDI-DI?
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6.2.2 Update (create a new version) for UDI-DI/
EUDAMED ID

&) VIDEO: UDI assignment and updates

Follow the steps in section Manage your device UDI-DI/EUDAMED 1D details [53] to view
a UDI-DI/EUDAMED ID.

1.  Once inside the details of the selected UDI-DI, click on Create new version and
proceed to update:
= See UDI-Di(s) ist (2 | Next UDI-DI >

UDI-DI data Discard

Version 1 {Cunuﬂl]l Last update date: I 2021-08-10

Create new version

UDI-DI code: 1212121
Issuing Entity: HIBCC

UDI-DI from another entity

UDI-Di from another entity (secondary) Mo
applicable:

Selected nomenclature codes
Code A01010102 HYPODERMIC NEEDLES FOR PEN
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UDI-D1 from another entity (secondary) applicable

0 UDI-Di fom anciher ently is requred uniess you salect the opton - No

v @

* Enter a nomenciature code (EMDN code)

E :
801 clature

IEIECTEY ITENICIIUTE CUUES

Code A01010102 HYPODERMIC NEEDLES FOR PEN

Trade name applicable

Yes O No

* Trade name

Trade_Name

o Add a trade name in anoiher l[anguage

(@) v v it e e e -0

" Select the language

anguages

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

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

m

o Remove nomenciature code

6.2.3 Update (create new version) for Product Designer

The Product Designer information can be updated independently of the other data in a

device UDI-DI record.

3.

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [53] to
view a UDI-DI/EUDAMED ID.

Once inside the details of the selected UDI-DI, click on Product Designer from the

list on the left (or scroll down to the Product Designer section):

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

UDI-DI 12212121

UDI-DI data
[eron | o | i i e B 2221010
UDI-Di code: 1221221
ge Information Issuing Entity: HIBCC
UDI-DI from another entity
UDI-DI from another entity (secondary) No

applicable:

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

Click on Update:

Manage your own device information
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Product designer
Version 1 [Current] | Lastupdate date: Bl 2021-08-10 “

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

Original equipment manufacturer

Organisation name: Test
organisation:

Street information, if Yes

applicable:

Street: test

Street number:

Address line 2:

PO box:

City name: BEBB v2

Postal code: 1

Country: Albania

Telephone:

4. Update the information under Product Designer:
Natural or Legal Person update

| know the SRN
* Name (Manufacturer Name)

Test I

Street information, if applicable
Yes o No e Srrest MfoMIaton |8 requred UNess you Select the 0E0N - No

" Strest Street number

test

Address line 2

PO box

* City name * Postal code
BBEE v2 1

* Country

Albania v

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

6.2.4 Update (create new version) for Market

Information

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

1. Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [53] to
view a UDI-DI/EUDAMED ID.
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2. Once inside the details of the selected UDI-DI, click on Market Information from the
list on the left (or scroll down to the Market Information section):

I UDI-DI data TS UEVICE TS TIOU CUITENTTY WTKEU WIlT any UIieT Uevices

Product designer

Product designer
Market Information

Version 2 [Current] | See verson hustory | Last update date: Bl 2021-08-10

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

Original equipment manufacturer Organisation name: Test v2
organisation: =
Street information, if Yes
applicable:
Street: test
Street number:

Address line 2:

PO box:
City name: EBBBBE v2
Postal code: 11
Country: Albania
Telephone:
Email: t@tcom
Market Information Update coun'ries
Version1 | Last update date Bl 2021-08-10 0
Member State of the placing on the EU Belgium
market of the Device:
Member States where device is or is o Country From To
be made available on the market: Belgium
Finland
Greece

3. Click on Update countries.

4. Update the relevant fields under Market Information:

Market information update

Belgium From = | To s

YYY-MM-DD YYYY-MM-DD

Fintand From = To =] m
YYYY-MM-DD YYYE-MM-DD

Greece From s | To =] ﬁj
YY Y -MM-00 .'-'v"r""—\‘ M-DD

Latvia From = | To =) m-
YY-MM-DD YYYY-MM-DD

" Select one or more countries ¥
Submit Cancel

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

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

Member State of the placing on the EU Belgium

market of the Device: i'}
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

6.2.5 Update (create new version) for Container
Packages

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

device UDI-DI record.

1. Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [53] to

view a UDI-DI/EUDAMED ID.

2. 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):

UDI-DI 12212121 = See UDI-DI(s) ist Next UDI-DI >
voduct desiciie Version 1 [Current] | Lastupcate date: B 20210810
UDI-Di code: 12212121
nformation Issuing Entity: HIBCC

UDI-DI from another entity

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

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

3. Click on Create new version in the Container Package section and proceed to

update:
Container Package Information e
Version 1 | Last update cate M 2021-08-10

- [Root] UDI-DI: 12212121 (HIBCC)

UDI-DI: 3232 (HIBCC) | Quantity per package: 3 (3

Container package update

Container package(s)

o niginer package

- @ [Root] UDI-DI: 12212121 (HIBCC)

UDI-DI: 3232 (HIBCC) | Quantity per package: 3 (3
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4.

xCiose
Add container package
E Container package UDI-DI for UDI-DI 12212121
" Issuing Entity: * Package UDI-DI code: " Quantity per package: Total number of devices

HIBCC v ‘ |12121212 ‘ [ﬂ = I 5

_
Container package update

Container package(s)
o Add container package ° U iner package status

[Root] UDI-DI: 12212121 (HIBCC)
& UDI-DI: 3232 (HIBCC) | Quantity per package: 3 (3)
UDI-DI: 12121212 (HIBCC) | Quantity per package: 5 (5)

-y UDI-DI: 212121 (HIBCC) | Quantity per package: 4 (20)

xClose

Update container package status

'-.- Container package UDI-DI 3232
Container package market status
[ No longer placed on the EU marke] - On The Market

C e

Click on Submit to finalise the container package update:

Container package update

Container package(s)

! Update container package stafus

[Root] UDI-DI: 12212121 (HIBCC)
& UDI-DI: 3232 (HIBCC) | No longer placed on the EU market
 UDI-DI: 12121212 (HIBCC) | Quantity per package: 5 (5)

UDI-DI: 212121 (HIBCC) | Quantity per package: 4 (20)

CEHCEI

b
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6.2.6 Discard registered UDI-DIs/EUDAMED IDs (and
their Basic UDI-DI/EUDAMED DI)

You may wish to discard a registered UDI-DI in case you discover errors that cannot be
corrected.

1. Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [53] to
view a registered UDI-DI/EUDAMED ID.

2. Once inside the details page of the selected UDI-DI, click on Discard on the top right
corner:

Basic UDI-DI ++A999TESTSSCPAMEND2U4

| € Go to Device Details management |

Basic UDI-Didata  UDI-Di(s) (2)

UDI-DI 12212121 = See UDI-DI(S) list (2 | NextUDIDI>
Product designer Version 1 [Current] | Last update date B 2021.08-10
Markel Information UDI-DI code: 12212121
Container Package Information Issuing Entity: HIBCC

UDI-DI from another entity

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

Selected nomenclature codes
Code A01010102 HYPODERMIC NEEDLES FOR PEN

3. Confirm whether your wish to discard the registered UDI-DI:

xClose

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 canc .

The UDI-DI will be discarded and will no longer be visible on the public EUDAMED
website.
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CAUTION

A If the UDI-DI is the only one remaining in this Basic UDI-DI category, performing
the discard action will also discard the Basic UDI-DI. The system will alert you
accordingly:

xClose

Discard UDI-DI

Details of the Basic UDI-DI and of the associated UDI-DI will be Discarded (lost). The operation cannot be reverted. Do
you want to finalize the operation? N :

6.2.7 View historical versions of UDI-DI/EUDAMED ID

and associated entities

Follow the steps in section Manage your device UDI-DI/EUDAMED ID details [63] to view
a UDI-DI/EUDAMED ID.

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

EUDAMED-DI D-1231231UU = See UDLDI(s) list (1)
|UD\—D\ data UDI-DI data DELETE
Product designer Version 2 [Draft] | See version history | Last update date: B 2021-05-25
Market Information 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 information (as
electronic instructions for use):

Device status: On the EU market

You will see a list of all versions:

EUDAMED DI B-1231231UU

€ Go back to the current version

Version history of EUDAMED ID

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

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

Manage your own device information 63



EUDAMED user guide

EUDAMED DI B-1231231UU

€ Go back to the current version

Version history of EUDAMED ID D-1231231UU

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

EUDAMED ID code:
Issuing Entity:

Selected nomenclature codes

Code A01010102 HYPODERMIC NEEDLES FOR PEN

Trade name
Trade name applicable:
Reference/Catalogue number:

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

Device status:

Clinical size

Clinical size applicable:

=See all version history (1)

D-1231231UU

EUDAMED

No

44545

On the EU market

You can return to the version history list, by clicking on See all version history on

the top right corner.
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7 Manage your own System
or Procedure Pack (SPP)

information

7.1 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:

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 & 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.

System or Procedure Pack

Register a new System Procedure Pack

Manage your Basic UDI-Diz

Manage your UDI-DIs

NOTE

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:

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

Showing 1 to 3 of 3 entries Show entries per page

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

4444458P_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 ® Repistered

2. Click on the three dots of the selected entry and then click on View data from the
menu:
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Showing 1to 3 of 3 entries niries per page

Basic UDI-DI code It UDLDI(s) 1t Device model It Device Name It Risk class It Actions
44444SSP_Shr_1VM o - SPP_Shr_1 Class | FP 20210629  ® Registered
9970314941ShriyaHL16E ' - System test1 Class | S 2021-05-1 @ ViewData

9970314941ShriyaHL O - Test ONE Class | PP 2021-05 ® View all UDLDIs for this Basic LDI-DI

Add a UDI-D for a Basic UDI-DI

3.  You will see a summary of the details concerning your system or procedure pack:
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

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

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

Basic UDI-DI code: 4444488P_Shr_1VM

Issuing Entity: GSs1

Risk class: Class |

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

Name: SPP_Shr_1

7.1.1 Delete a draft Basic UDI-DI

1. Follow the steps in section Manage your SPP Basic UDI-D| details [65] to view a
Draft Basic UDI-DI:

Basic UDI-DI management for SPP

Go to device management Register new System or Procedure Pack

Filter 7

Active filters:

| state:  Draft || System or Procedure Pack: All | Clear all filiers

Showing 1 to 4 of 4 entries Show entries per page

Basic UDI-DI code |t UDI-DI(s) It Device model It Device Name It Risk class It Actions
12344676763687687JC 0 = name Class | S 2021-06-22 @ 1st Draft
12344767686267QH 0 - system pack name Class lla S 2021-0f @ ViewData
1234543233234324XU 0 rerfefrefre vadgv Class | PP 2021.0( # FEdiData

@ view all UDI-Ds for this Basic UDI-DI
12121121212120L 0 - - PP 2021-0t

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

| < Go to UDI-DIVEUDAMED DI management |

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

|Baswc UDI-DI data Basic UDI-DI data “ Delete

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

Basic UDI-DI code: 12344676768687687JC

Issuing Entity: GS51

Risk class: Class |

Indication of medical purpose: Indication of medical purpose Language
indication English

Name: name

3. A pop-up message will ask you to confirm the delete action:

xClose
Delete Basic UDI-DI

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

ceneel

7.1.2 Update (create new version) for Basic UDI-DI

Follow the steps in section Manage your SPP Basic UDI-DI details [65] to view a Basic
UDI-Dl:

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

Basic UDI-DI code It UDI-Di(s) 4t Device model It Device Name It Risk class It Date 1=

4444433P_Shr_1VM = SPP_Shr_1 Class | PP 2021-05-17 @ Registered
99703149413hriyaHL16E - System test1 Class | S 2021-05 @ ViewData

9970314941 ShriyaHL = Test ONE Class | PP 2021-05- @ View all UDI-Dis for this Basic UDI-DI

Add a UDI-DI for a Basic UDI-DI

1. Once inside the details page of the relevant Basic UDI-DI, click on Create new
version:

Manage your own System or Procedure Pack (SPP) information 67



EUDAMED user guide

Basic UDI-DI 44444SSP_Shr_1VM

| < Go to UDI-DIVEUDAMED DI management |

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

Basic UDI-DI data

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

| Basic UDI-DI data

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

Risk class:

Indication of medical purpose:

Name:

2. Update the desired details.

NOTE

Create new version

MDR (REGULATION (EU) 2017/745 on medical devices)
4444485P_Shr_1VM

GSs1

Class |

Indication of medical purpose Language

SPPP test 1 Croatian

SPP_Shr_1

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

44444SSP_Shr_1VM [version: 2]

Create a new version of 44444SSP_Shr_1VM

Risk class:

* Indicafion of medical purpose:

Class |

* Select the language:

SFPPF test 1

Greek ~

o Add another indication of medical purpose

* Device Name:

‘ SPP_Shr_1

3. To finish the action you have two options:

Cancel

a. Click on Save to save the updated details without submitting the new version.
b. Click on Submit new version if you wish to submit it.
Alternatively, you can click on Cancel to cancel the update.

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

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

Risk class:

Indication of medical purpose:

Name:

Create new version

updsie daie: B 2021-09-20

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

4444455P_Shr_1vM

G31

Class |

Indication of medical purpose Language
SPPF test 1 Greek
SPP_Shr_1

7.1.3 View historical version for Basic UDI-DI

1. Follow the steps in section Manage your SPP Basic UDI-DI details [65] to view a

Basic UDI-DI.

2. Once inside the details page for the selected Basic UDI-DI, click on See version

history at the top of the table:
Basic UDI-DI 44444SSP_Shr_1VM

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

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

Basic UDI-DI data

| Basic UDI-DI data

Create new version

Version 2 [Current] | See version history | Last update date: B 2021-05.28

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

Risk class:

Indication of medical purpose:

Name:

Basic UDI-DI 44444SSP_Shr_1VM

| £ Go back to the current version |

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

4444455P_Shr_1VM

GS51

Class |

Indication of medical purpose Language
SPPP test 1 Greek
SPP_Shr_1

Version history of Basic UDI-DI 44444SSP_Shr_1VM

Version 1 - Last update date: 2021-05-17
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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: 44444SSP_Shr_1VM
Issuing Entity: GS1

System or Procedure Pack type: Procedure Pack

Risk class: Class |

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

Name: SPP_Shr_1

7.2 Manage your SPP UDI-DI details

1.  On the EUDAMED dashboard, click on 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 Bagic UDI-Diz

Manage your UDI-Dls

2. Inorder to find the desired UDI-DI, click on the Filter button and choose the right
parameters:
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UDI-DI details management for SPP

| Go to Basic UDI-DI management for SPP |

Filter T

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 M Sterile it  Date 17 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) © ~ddanew UDI-DI
4444455P_Shr_1vM SPPP_Shr_1 2021-05-17 On the EU market @ Registerad

* Basic UDI-DI- 9970314941 ShriyaHL16E, Device Name: System test1, Class |, Type S, MOR (REGULATION (EU) 2017/745 on medical devices) © ~ddanew UDI-DI
3457580675479 system 1 543 2021-05-14 On the EU market @ Registerad

* Basic UDI-DI- 9970314941 ShriyaHL, Device Name: Test ONE, Class |, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices) © ~ddanew UDI-DI
997031494145675552 tradel 34234 2021-05-14 On the EU market @ Registerad

NOTE
By default, the Basic UDI-DIsS/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 a new UDI-DI
On the EU market @ Registerad L]
I devices) # @ \iew data
On the EU market @ Registerad Lo
:es) © Add a new UDI-DI
On the EU market @ FRegistered Lol

4. You will see a summary of the details concerning your chosen SPP 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 UDLDI(S) st 1
Container Package Information Version1 [Current] | Lastupdste date: B 2021-05-17
UDI-DI code: 4444435P_Shr_1VM
Issuing Entity: HIECC

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

7.2.1 Delete a draft UDI-DI

1. Follow the steps in section Manage your SPP UDI-DI details [70] to view a Draft
UDI-DI.

2. Once inside the draft, click on Delete:
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Basic UDI-DI data  UDI-DI(s) (1)

UDI-DI 34675806754T9

3467580675479

UDI-DI date UDI-DI data

Container Package Information Version 2 [Draff] | See version history | Last update date: B 2021-07-02
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:

HIBECC

No

Yes
system 14All languages

543

Yes

Yes

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

EDIT DELETE

test 1 for SPPP System [BG]

On the EU market

3. A pop-up message will ask you to confirm the action:

Delete UDI-DI

Delete the Draft version of UDI-DI?

=xClose

7.2.2 Update (create new version) for UDI-DI

1. Follow the steps in Manage your SPP UDI-DI details [70] to view a UDI-DI.

Basic UDI-DI management for SPP

Register new System or Procedure Pack

Active filters:

| state: Registered || System or Procedure Pack: Al | Clear all filters

Showing 1to 3 of 3 entries

Basic UDI-DI code It UDI-DI{s) It Device model I Device Name It

Risk class 1t

Show

entries per page

4444455P_shr_1VM - = SPP_Shr_1
9970314941 3hriyaHL16E O - System test

9970314941 ShriyaHL = Test ONE

Class |

Class |

Class |

PP

PP

Manage your own System or Procedure Pack (SPP) information
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@ View Data
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2. Once inside the details of the chosen UDI-DI, click on Create new version on the top
right corner:

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] | 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

3. Update the necessary details.

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: 444448SP_Shr_1VM

UDI-DI from another entity (secondary) applicable

Yes () No 6 UDI-DI from nather entty is requined unlsss you sslect the cption - No

* Enter a nomenclature code (EMDN code).

Selected nomenclature codes

Advanced search of device nomenclaiure

Code AD10204 NEEDLES AND KITS - AMNIOCENTESIS Remove nomenclature code

Trade name applicable

Yes () No o Trade name s required unless you select the option - No
Reference/catalogue number: SPPP_Shr_1

Type of UDI-PI

* Manufacturing date: Yes

* Additional product description * Select the language:

test Bulgarian v

o Add additional product description in another language

4. To finish the action you have two options:
a. Click on Save to save the updated details without submitting the new version.
b. Click on Submit new version, if you wish to submit it.
Otherwise, you can press Cancel to cancel the update.
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ll;aql:e'

7.2.3 Update (create new version) for Container
Packages

The Container Packages information can be updated independently of the other data in a
System Procedure Pack (SPP) UDI-DI.

1. Follow the steps in section Manage your SPP UDI-DI details [70] to view a specific
UDI-DI:

Basic UDI-DI 44444SSP_Shr_1VM

| £ Go to device management |

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

UDI-DI 44444SSP_Shr_1VM = see UDI-DI(s) list (1
Container Package Information Version 1 [Current] | Lastupdste date: B 20210517

UDI-DI code: 4444435SP_Shr_1vM

Issuing Entity: HIBCC

UDI-DI from another entity

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

Selected nomenclature codes

Code AD10204 NEEDLES AND KITS - AMNIOCENTESIS

2. Click on 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

3. Click on Create new version in the Container Package section:

Container Package Information
Version 1| Lastupdate dste: 4 20210517

- [Root] UDI-DI: 44444 SSP_Shr_1VM (HIBCC)

UDI-DI: 44444SSP_Shr_1VM (ICCBBA) | Quantity per package 10 (10)

4. Click on 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: 4444488P_Shr_1VM (HIECC)

) UDI-DI: 44444335P_Shr_1WM (ICCEBA) | Quantity per package: 10 {10)

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

xClose

Add container package

A Container package UDI-DI for UDIDI 4444455P_Shr_1VM

* Issuing Entity: * Package UDI-DI code * Quantity per package: Total number of devices

| N ERE :

GS1 ~

7.2.4 Discard SPP registered UDI-Dls

1.

2.

Follow the steps in section Manage your SPP UDI-DI details [70] to view a chosen
Registered UDI-DI:

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 1t Trade name It Reference/Catalogue number 1t Nomenclature code It Sterile It  Date 1= 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) ° Add a new UDI-DI

44444SSP_Shr_1vMm SPPP_Shr_1 2021-05-17 On the EU market ® Registered

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

3467580675479 zystem 1 543 2021-05-14 On the EU market @ Registered

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

997031494145675552 tradet 34234 2021-05-14 Onthe EUmarket @ Registered

Once inside the details page of the chosen UDI-DI, click on Discard on the top right

corner:
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Basic UDI-DI 44444SSP_Shr_1VM

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

UDI-DI 44444SSP_Shr_1VM = See UDI-DIgs) list (1
Container Package Information Version 1 [Currenf] | Last updte date: B 20210517

UDI-DI code: 44444SSP_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

UDI-DI data

UDLDI from anather entitv

3. The system will ask you to confirm if you wish to discard the record:

7.2.5 View SPP historical versions for UDI-DI and
associated entities

1. Follow the steps in section Manage your SPP UDI-DI details [70] to view a UDI-DI for
the SPP.

2. Once inside the details of the chosen UDI-DI, click on See version history on the top
of the table:

Basic UDI-DI data

Version 4 [Current] | See vergion 33;21 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 @ System or Procedure Pack which is Procedure Pack which is a device in itself

a Device in itself?:
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3. You will see a list of all old versions:

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 >
4. Click on the version you wish to view to access its detailed summary:
| ¢ Gaback o he curent versin
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 on the
top right corner.
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8 Search & View Devices,

Systems and/or Procedure
Packs

1.  On the header menu, click on Search & View, then UDI-DIs/Devices:

Search & view Transmission v News Help v

Actors

UDI-Dls/Devices

Certificates

Alternatively, use the option available in the dashboard called Search & View:
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 & interconnecied medules 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 scosss requests
) Register a lagacy device Manage your users

Manage your Basic UDI-Dls { EUDAMED Dis

Manage your actor date
Manage your device detalls
Manage your email notificstions

Machine to machine date delivery preferences

Search & View

Overview of modules allowing you to search and view details, depending on your profile

if| lim B

Actors UDI-Dis/Devices Certificates

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:
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O Only enable search filters available for bulk XML download

UDI-D EUDAMED 1D Basic UDI-DV EUDAMED DI Status Madel
| v
Name Trade name Applicable regulation
i I .
Risk class Nomenclature code Reference/Catalogue number Country
[ v v
Scopes
Competent Authority NB identification MF / PR Actor ID/SRN MF / PR Name
| = v - v |

AR Actor ID/SRN AR name

Results option

() Include historical version
Clasc gack

3. Once you have entered your search filters, click on 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 to 20 of 150 entries Show | 20 v | entries per page

UDI-DI code IT Basic UDI-DI code 1T MF /PR SRN Trade name 1T Risk class Date 17 UDI-DI status

12345XYZ ++B311X1Y2Z3PP BE-PR-000000048 Class llb 2021-03-29 On the EU market
19999QAAQ00Q2 ++A099JAIMETEST12N BE-PR-000000048 Class lib 2021-03-26 On the EU market
12345-ivdr-class-d-ST-udi-A 12345-ivdr-class-d-ST BE-MF-000000041 Class D 2021-03-24 On the EU market
++A999SPPVERSION2PMa ++AQ99SPPVERSION2PM BE-PR-000000062 Class | 2021-03-24 On the EU market
++A999SPPVERSIONYMa ++A099SPPVERSIONYM BE-PR-000000062 Class | 2021-03-24 Not intended for the EU market

4. Click on the UDI-DI/EUDAMED ID row of your choice to see the details:

Search & View Devices, Systems and/or Procedure Packs
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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

8.1 Search & View historical versions of
Devices, Systems and Procedure Packs

1. Follow the steps in Search & View Devices, Systems and/or Procedure Packs [79] to

search and view a device or system or procedure pack.

2. 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 on Search:

() Only enable search filters available for bulk XML download

UDI-DIf EUDAMED 1D Basic UDI-DIf EUDAMED DI Status Model

| | | | E - |
Name Trade name Applicable regulation

| | - ]

Risk class MNomenclature code Reference/Catalogue number Country

E o | NE ]
Scopes

Competent Authority NB identification MF / PR Actor ID/SRN MF / PR Name

- a4 E - | |

AR Actor ID/SRN AR name

Results option

C’ Include historical version

Search enerate XML file Clear search

Search & View Devices, Systems and/or Procedure Packs
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3. The list generated below 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

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

2 3

Trade name It

Trade_Name

trade name1

External Implant

Trade_Name_v4

Trade_Name_v3

Trade_Name_v2

4 5

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

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

8.2 Download Devices or Systems or
Procedure Packs data in a structured
format (XML)

1. Follow the steps in Search & View Devices, Systems and/or Procedure Packs [79]
to search and view a device or a system or procedure pack. On the search page,

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.

activate the top filter (Only enable search filters available for bulk XML download)
so that you can only enter search criteria that can be used for search results that can

be downloaded in an XML format, and enter your search criteria.

Enter the search criteria of your choice, and click on Search:

Search & View Devices, Systems and/or Procedure Packs
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C) Only enable search filters available for bulk XML download

UDI-DI EUDAMED ID Basic UDI-DIf EUDAMED DI Status Model
| | | | E a | |
MName Trade name Applicable regulation
| | | [- ]
Risk class Nomenclature code Reference/Catalogue number Country
- 2 | | | RE |
Scopes
MF / PR Actor ID/SRN MF / PR Name AR Actor ID/SRN AR name
‘ MNL-MF-000000041 | | | | ‘ ‘
Results option
Include historical version

2. Click on Generate XML file:

m Generate XML file Clear search

NOTE

Only what is shown on the result list will be included in the generated file and not
all the results of your search (in case there are more pages of results).

3. A pop-up window will ask you to confirm your action:

Download

Are you sure you want fo generate XML file...?

Cancel

xClose

4. The system will inform you that the action has been successful. Click on Go to
Download Management under the question What do you want to do now?:

Search & View Devices, Systems and/or Procedure Packs
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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

Active filters: No selection
Showing 1 to 1 of 1 entries Show | 20 w | entries per page
D Name Module 11 Service it State It Request date 1T Download
. - XML [4
APP-DTX-000000408 John Smith UDI/Device Device downioad ® Failed 2021-06-10 [16:57] e
O Expites in 15 days

8.3 View historical versions for Basic UDI-
DI/EUDAMED DI, UDI-DI/EUDAMED ID and
associated entities

1. Follow the steps in Search & View historical versions of Devices, System and/or
Procedure Packs [81] to view the details of a Device or System or Procedure Pack.

2. 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 Designer 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, Systems and/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

3.  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

4. 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

5. Inside a version, click on the links on 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

Search & View Devices, Systems and/or Procedure Packs



EUDAMED user guide

9 Annex 1 — 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 needed to be provided
based on the properties of the device.

o mac ST
Legislation Clazs the D )
_ EU type-examination
MDR i1 Implantable = No certificate (Annex X)
MDR Implantable=Yes, EU type-examination
e Suturef Staples= Yes certificate (Annex X}
Either TE or TD Either TE or TD
required to be provided required to be
provided
MDR Implantable=Yes, EU type-examination
e Suturef Staples= No certificate (Annex X) EU technical
documentation
ossessment certificate
(Annex IX Chapter If)
Either TE or TD Either TE or TD
required to be provided required to be
provided
EU type-exomination
Bk i Ay certificate (Annex X) EU technical
documentation
ossessment certificate
{Annex IX Chapter If}
Self-patient testing= Yes EU technical
or Near Patient Testing documentation
oL B =Yes ossessment certificate
{Annex [X Chapter if)
Self-patient testing= Mo, | EL fype-exomination
VDR C Mear Patient Testing = certificate (Annex X}
No
Either TE or TD Either TE or TD
required to be provided required to be
) ] ided
Self-patient testing= Yes . provi
N . EU type-sxomination
IVDR C or MNear P:ai:r[::t Testing certificate (Annex X) EU techical
- documentation
ossessment certificate
(Annex [X Chapter If]
Any Either TE or TD Either TE or TD
required to be provided required to be
provided
VDR D EU type-exomination
certificate (Annex X} EU technical
docurmerntation
assessment certificate

Colour-code description.

(Annex [X Chapter If)

= Certificate is required to be provided if the Device is covered by a Certificate
of this type

= Certificate {5 reauired tobe pravided in this case. In case there is an option
to provide either a Type Examination or Technical Documentation - one of

them is required to be provided (the Certificate type covering the Device)

Annex 1 — device certificate information

88



EUDAMED user guide

10 Annex 2 — Legacy

Device certificate types

The Annex presents the certificate types that can be used when registering a Legacy
Device.

Certificate types depend on the applicable legislation of the Device.

Applicable Certificate Type
Legislation
MDD Directive 93/42/EEC Annex Il excluding section 4

Directive 93/42/EEC Annex Il section 4

Directive 93/42/EEC Annex Il

Directive 93/42/EEC Annex IV

Directive 93/42/EEC Annex V

Directive 93/42/EEC Annex VI

AIMDD Directive 90/385/EEC Annex 2 excluding section 4
Directive 90/385/EEC Annex 2 section 4

Directive 90/385/EEC Annex 3

Directive 90/385/EEC Annex 4

Directive 90/385/EEC Annex 5

VDD Directive 98/79/EC Annex Il section 6

Directive 98/79/EC Annex IV excl. section 4 and 6
Directive 98/79/EC Annex IV section 4

Directive 98/79/EC Annex IV section 6

Directive 98/79/EC Annex V

Directive 98/79/EC Annex VI

Directive 98/79/EC Annex VIl excluding section 5
Directive 98/79/EC Annex VIl section 5

Annex 2 - Legacy Device certificate types 89
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