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The newMDR 2017/74%ndIVDR 2017/74&U regulations introduce an EU identification system
medical devices based on a Unique Device Identifier (UDI) and require that manufacturers of medical
devices submit the UDI/Device information of all devices/products that they place on the market.

The UDDI/Device module dEUDAMEIs used for thigpurpose.

MDR 2017/745urther states thatNatural or legal persons shall draw up a statement if they

combine devices bearing a CE marking with the following othecetewr products, in a manner that

is compatible with the intended purpose of the devices or other products and within the limits of use
specified by their manufacturers, in order to place them on the market as a system or procedure
pack. EUDAMEIRIllowssystem orprocedurepackproducers to register their packs in a similar
manner as manufacturers register their devices.

A stepby-step wizard will guide you through the respective registration processes. Please make sure
that you understand all concep#sd have all information at hand before starting to register a new
UDI/device or a system or procedure pack.

1.1. Basic Concepts

The UDI (Unique Device Identification) system iew feature introducetty the MDR 2017/745
and|VDR 2017/74&U regulations. Will improve the traceabity of medical devices, enhance pest
market safetyrelated activities and allow for better monitoring by competent authorities.

17 BASIC UBDI
Thisisthe main access key for devioglated information in theeUDAMEI[Database Itis
referenced invariousother documens|e.g. certificates (including certificate of free sale), EU
declaration of conformity, technical documentation and summary of safety and (clinical)
performance)] All devices with the same Basic tUDIshare the same core characteristicsh
asintended purpose, risk class, essential design and manufacturing characteristics. The Basic
UDIHDI informationenteredin EUDAMEI[Ncludes this core information plus a unique Basic-UDI
DI code issued by an officially designated issuing efitiiyindependent/separate from the
packaging/labelling of the device and does not appear on any trade item.

17 UDLDI
The UDI is thenainidentifier of a medical device used on its label. It identifies $pecific
devicewithin a given product family. The UDI is a numeric or alphanumeric codgatingto a
medical device.

1 (PACKAGE UDI)
If applicable, each device may have an additional, hitgnexl UDIDI assigned to itsigher
package Package UEDIs identify each package configuratiangcludingguantities of items at
each package level.
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A Basic UBEDI always refereresat least one UDBDI, while multiple UDDIs can beeferencingthe
same Basic UDI.

Legacy Devices

Legacy devices are definad medical devices, active implantable medical devices avithin

diagnostic medical devicegovered by a valid Directive certificatéhat will continue to beplaced

on the market after the date of application of Regulation (EU) 2017/745 (MDR) olaReqg

2017/746 (IVDR). Legacy devices shall be registered in some cases in EUDAMED without a Basic UDI
DI and without a UBDI.

A Legacy Device has to have an assigned EUDAMED DI (instead of a H2l3jauidDIn some cases

(when no UDDI was alreadgssigned) a EUDAMED ID (instead of thePland has to be

regi stered in the *“UDI/ Device modul e’ of EUDAMED
like Regulation Devices.

7 EUDAMED DI
The EUDAMED DI corresponds to the BasieDllDt can eithebe entirely generated by
EUDAMED if a UDI has already been assigned to the legacy device, or the DI code can be
partly assigned by the manufacturer (EUDAMED is the issuing entity for a EUDAMED DI)

1 EUDAMED ID
The EUDAMED ID corresponds to the-DDIncase a UDDI has not already been assigned,
the EUDAMED ID will always be automatically and fully generated by EUDAMED from the
EUDAMED DI.
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Prerequisites to access EUDAMED:
EULogin (ECAS) account

If you do not have an EU accouptease follow theristructions for creating an accouand
requesting accedsom the competent authoritypefore attempting to use the datalsa.

For information on how to gain access to EUDAMED,@leas onsul t t he User’'s Gui

Operators available for download on tiE&JDAMEPRIlayground

Every user in EUDAMED i s gr an andview tedistereqiavioes.i | e “ Vi
In order to register a device in EUDAMED, you must request access to the Device module as:

7 A “Proposer profile may create and del ete d

T A *“Confirmer” profile may also submit and di

If you have already registered as a user in EUDAMED prior to the release of this version, in order to
create and submit records you must submit a profile change request to upgrade your user profile in
the Device module to “Proposer” or “Confirmer

Important: The Local Actor Administratt AA)must approve your user access request before you
may enter any devices for your actdys ausercannot approve their own profile change requests,
these requests mudite approved by different Local Actor/UseAdministrator.

Before you start entering details of a UDI/device in EUDAMED, please make sure that you have all
requested information at hand, including the Basic {DDand UDDI codes.
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dick on the following link tarrive to EUDAMEBIayground
https://webgate.training.ec.europa.eu/eudameglay/.

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

3.1. Registration of Basic UEDI together with the first
UDIDI

3.1.1 Step 1:Basic UDDIlidentificationinformation

1. Start by <clickingDlo'ni “Register a new Basi

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 Egc UDI-DI Assess user access requests
o Register a legacy Jevice Manage your users

Manage your Basic UDI-Dis / EUDAMED Dis

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

2.0n the next pageyou may start entering the Basic UDIl information for your device.
Select theapplicable legislation for your Basic UDI, from the two following options:

Note: For the rest of the procedure, we will assume in this quick user guide that you have
selectedMDR Regulation (EU) 2017/745

UDI-DI registration

Manufacturer identification

Organisation name: EU_MF _IONUT
SRN: BE-MF-000000002
Address: 11221 BRussels

Telephone number:
Email: test@test com
* Applicable regulation
MDR (REGULATION (EU) 2017/745 on medical dew&jsv
IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
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Note: Basé on the selected Applicable Legislation, tlset of properties (characteristics of
the Device) that may be entered willary.

An additional question appears at the bottom of the page depending on the regulation that
you have selectede..

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 you answer 'Yes' or 'No' to
this first question

IVDR Is it a kit?
+ additional sub-question about the device type, if
you answer 'No' to this first question

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

Yes O No o Is it a System or Procedure Pack which is a Device in itself is required unless you select the option - No

[N
Procedure Pack which is a Device in itself

System which is a Device in itself

Select the correct configuration. I f you
prompts for further details about the devi¢g&pecial Device typ#jill appear:

Special device type

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

* Special device type:

Software

Standard soft contact lenses

Rigid Gas Permeable (RGP) Contact Lenses
Made to order soft contact lenses

Spectacle frames

Spectacle lenses

Ready-made reading spectacles

Orthopedic

Note :

Registration of Devices having as Device aitbe following Special Device types : Standard
soft contact lenses, Rigid Gas Permeable (RGP) Contact Lenses, Made to order soft contact
lenses, Spectacle frames, Spectacle lenses or Readg reading spectacles , is not possible

in the current phase.

3. Fill in theBasic UDBDI identification detail&nd clickon “Save & Next
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Important: EUDAMED will perform a validatidior the Basic UDDI codeprovided based
on the specific format provided by each Issuing EntiBlease asure that you provide the
correct value.

Basic UDDI duplicates cannot exist in EUDAMED. If the Basi®U&de already exists in
EUDAMED for the selected Issuing Entity, you will be prompted to provide another value.

Basic UDI-DI main information

* Issuing Entity * Basic UDI-DI code

Save & Next »

4. Select theauthorisedrepresentative for the currendevice (Basic UmI) from the
options available (applicable only in case of Non EU Manufacturers)

Note: Theauthorisedrepresentative and themanufacturermusthave an active Mandate
in order to assignthe authorisedrepresentative for thedevice.

If there is only onauthorisedrepresentative with an active Mandate with the
manufacturer, it will be automatically selected

Authorised representative identification
Organisation name: Belgian AR A

Eudamed actor ID: BE-AR-000000045

Address: Rue E, 1 1060 Bruszels

Telephone number: -

Email: contact@belgian-ar-a.be

5.0nthe next pageyoumustchoose a RiskClass e | ¥ et ” “ or “ dpoch f or e a
that follows. Note: theseoptions change depending onoyr previous selections as the
applicable legislation of the device can influence the properties:

Basic UDI-DI information

" Risk class

* Measuring function

Yes No

* Active device

Yes No

* Device intended to administer and/or remove medicinal product

Yes No
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6. Select “Yes” or ‘“aNdeeiterihd narae ommordber] andeaterth@ pl i ¢ a
device name if available

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 youNexné&gitot rsatvieon tas
draft and continue with the following steps:

B T

3.1.2 Step 2:Certificate information

Select the certificate type and enter some or all of the Notified Body iigfaenumbex(s).
d i c k oand seléct thre @drect Notified Body from the new wind@yptionally,
providet he certi ficate number and revision numbe

Note: Certificate Informationmust be provided for Basic UEDIs which require
confirmation from the Notified Body for the data provided in the UDI/Device module.

In Annex 1 to this User Guide you can find the different device cases (different device
properties) in which Certificate information is required to be providdor the Device and
the type of certificate that should be provided in each case apart.

This setion will become active baskon the lection made foRisk Clasgnd additional
properties in theBasic UDDI:
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Certificate information
* Certificate Type
( @EU technical documentation assessment certificate (Annex IX Chapter II)

EU type-examination certificate (Annex X)

* Enter NB number or name

Certificate number Revision number

. e
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1.l ect the “lIssuing Entity” fDiaoade the dropdow

Important: The povided UDIDI code must be unique in EUDAMEDI Kilready exists in
EUDAMED for the selected Issuing Entity, you widlgrompted to provide another.

Note : In case of GS1 Issuing Entity, the {IDcode provided must have 14 characters

As an exceptioto this rule, thesame UDDI can be used for different Devidgésne is a
Legacy Device and oiga Regulation Devicee. a device igitially registered under a
Legacy Legislation arllatercertified under a Regulation Legislation.

If the same UDDI codewasalready provided for a Legacy Device.@pplicable Legislation
MDD, AIMDD or IVDDjou will be promptedhat a linkwascreated between the two
devices (the Regulation and the Legacy Device).

2. Enter the Secondary UDI from adifferent Issuing Entityo the UDIDI, ifapplicable:

UDI-DI identification

UDI-DI identification

* Issuing Entity * UDI-DI code

551 v

UDI-DI from another entity (secondary) applicable

Yes O No 6 UDI-DI from another entity is required unless you select the option - No
* Issuing Entity * Secondary UDI-DI value
v
3. Enter the EMDN code andonefromthkliston “ Fi nd?”, S

Note: EMDN has been officially chosen as the new European Medical Device
Nomenclature. It has a multilevel, treéike structure of 22 mutually exclusive main
anatomical/functional 'categories' and 144 groups. Please note that only loivesel
EMDN codes can be used to describe a devicEUlDAMED

The mapping between the EMDN and GMDN provided at this stage in the system is an
initial version (draft) mapping, which can change in time.
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* Enter the nomenclature code (EMDN code)

Advanced search of device nomenclature

4. Enter the trade nameaé it appears on theaVice labél and select the language,
ot herwise, select “No”:

Trade name applicable

Yes O No 6 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

5. Enter the Reference numbés found on the device label

* Reference/Catalogue number:

REF_TEST

6. Enter detail®n whetherthe device is directly marked or not and spedtig identifier
(Direct Marking DI or Unit of Ugal).

1 If the device is directly marked, the Direct marking DI is requifagcan be same as the
UDIDI or can be another Uml.

1 If the device is notlirectly marked and théasequantity ofthe deviceis greater than one,
the Unit of Use Dshouldbe provided.The 'Unit of Use DI' box is used to enter the actual
unique DI code assigned to the lowest unit of use that is used for the patient. Issuing entity
for this DI Code is the same as the {IDIThiscanat first registration odater (e.gwhen
performing an update of the device).

1 The same Unit of Use DI can be used for several Devices.
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* Is the device directly marked?

® Yes O No

[ same as UDI-D
* |ssuing Entity; * Direct marking DI:

7. Providethe quantity of devicegthe number of devices within a package identified by the
specified UBDI) and select the type of UERI:

Note: UDIPI describethe manner in which productiorof the device is controlled

* Quantity of device

3

* Type of UDI-PI

[ Lot or Batch number
[] serial number

[J] Manufycturing date

M4 Expiration date

8. Enter any additional information about the prodyehy additional information or details
about specific features of the diee), select the language and enter a URL if you have one
for additional information online:

_Addlllonal 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) = -’

9.Sel ect whet her it i s on the EU market or

* UDI-DI status

Not intended for the EU market

® On the EU Market

Save Save & Nejt >
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3.1.4 Step 4:UDIDI Characteristics

1. Select if the clinical sizeapplicable for the UBDIand choosethe correct values in the
dropdownlists below:

Note: When the selected Clinical size type has option Other, user will be required to
provide the Description of the Clinical size type and the language in which the description
is given. Same behaviour applies for Measure unit.

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

Clinical size applicable

Yes a No e Chinical size is required unless you select the option - Mo

Clinical size

Select type(s) of dimension you need

* Type:
OTHER e
* Description (for 'Type'): * Select the language:
'
o Add Type descripfion in another language
* Precision: * Size: * Measure unit:
Value e Nitre (/L) hd
o Add a type of dimension
2. Select “Yes” prompttdNo” for each option
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* Labelled as single use

Yes ® No

Maximum number of reuses applicable

Yes 0 No o Maximum number of reuses is required unless you select the option - No

* Need for sterilisation before use

Yes No
b

* Device labelled as sterile

Yes No

* Containing latex

Yes No

* CMR/Endocrine disruptor
Labelled for presence of Carcinogenic, Mutagenic and toxic to Reproduction (CMR) substances of category 1A or 1B

O Yes O No

3. Enter theCMR/Endocrine disrupt@ubstances. Selethe appropriate option to indicate
if the device is labelledith an indication of the presence of substanc&ghen registering

CMR or Endocrine substances yoay optionally providéhe EC# or CASH provided, only
the Name of substance is requirade(the language is no longer requirgd

* CMR/Endocrine disruptor
Labelled for presence of Carcinogenic, Mutagenic and toxic to Reproduction (CMR) substances of category 1A or 1B

® Yes No

" Category of CMR
@ 1A 1B
o At least one of these fields (EC# or CAS#) must be filled in
EC# CAS#
pi Ik 770-8

ECHA database »

* Name of the substance

o Add a CMR substance

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

Yes No

4.Sel ect “ Ye s "Stomge/hdniNing’conditmns, if agpleablnd provide the
desired values by selecting from the options provided and by entering a description:
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Storage/handling conditions, if applicable

Yes a MNo o ‘Storagethandling conditions are required unless you select the option - Na

* Storage/handling conditions fype: Description:

e ‘

o Add another storage/handling condifion

5. Repeat forCritical warnings or contraindicationand click Save” or “Save & Ne

Critical warnings or contra-indications, if applicable

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

* Critical warning type * Description

I Caution: Contains of presence of Test

Defibrillation-proof type CF applied part

° Add critical wamings or contra-indications

3.1.5 Step 5:Device information

1. Sel ect “ tHefisst'device infdrnitiotoptidns: r

Device information
* Reprocessed single use device

Yes O No

* Intended purpose other than medical (Annex XVI)

Yes No

2. | f vy o ufortheintended purposeoshér than medical (Annex Xuptionswill
appear Slect thecorrect purposes
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® Yes

* Intended purpose other than medical (Annex XVI)

No

Contact lenses

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

O 00 0(Mm

Substances, combinations of substances, or items intended for filling by injection
Equipment intended to be used to reduce, remove or destroy adipose lissue
High intensity electromagnetic radiation

Brain electrostimulation

3.Sel

know the SRN, enter here:

ect “Yes"” or “No"” i f t he

devi celfyowa s

Yes

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

ONO

| know the SRN

* Enter SRN or name

4. 1f you do not know the SRNncheck the box and complete the requiréelds:

PO box

Latitude

i
* Country

* Email

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

Longitude

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

* City name * Postal code

Telephone

Telephone format example: +32 x xx0¢ Xx xx
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5.Sel ect “ Y gawanoto proVidé ehéClinicdl Investigatioreference for the
current UDIDI:

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

Clinical Investigation ID: Ref_123

Clinical investigation conducted inside EU?:

v Clinical Investig ationj

6.Sel ect “ Macomplete inforthadtian 'bn 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

v

7.1 Ty ou Yeasn's wtaaseri¢dod a spbstance which, if used separately, may be
considered to be a medicinal produmt a human product derived from human blood or
plasma enterdetails about thesubstance name anthnguage in which it is providexhd
optionally the INNIfternational Nonproprietary Namé
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* Information on substances

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

@ Yes O Mo

INN:

* Name 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 ® Mo

8. Select a Member State from the dropdown list where the device was or will be placed on
the EU marketandc | i ck “ Save” or “Save & Next"”:

* 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 madeavailable on the market
* Select one or more countries ¥

Save Save & Next »

Note: This field may be optional or required, based on the properties selectedieafor
the device (Basic UBDI and UDDI). If the device (U L 0 Kl & GKS &aidl (dzaA dab:

F2NJ 9! al NJSGésx GKAA AYF2NNIGA2Yy OlFyy2dGd o6S LI

3.1.6 Step 6:Container Package details

Container Package informatia® optional to completeThis @ge dlows users t@nter the unique
UDIDIs assigned to each package level of the device in order to distinguish between package
guantities at each package level, higher level of packaging shall have their own unique UDI:
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1. Click on “ Ad dlotectoissteais notanandataaye dedeergoestibmit your
registration):

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

o Add container p@ﬁjﬂgg

2. Add the Issuing Entity, Package DDValue and the quantity per packagadc | i ¢ k Save”

Note: ThePackage UBDI code must be unique in EUDAMEDIt lilready exists in EUDMED for
the selected Issuing Entity, you will be prompted to provide another value.

Add container package

F
A container package UDI-DI for UDI-DI 76766766
* Issuing Entity * Package UDI-DI value * Quantity per package: Total number of devices

HIBCC v 5455678 3 = 9

N

Save Cancel

3. Select the generated information and click

o Add container package 0 Edit container package 6 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 ﬁﬂi’j

4. You will be redirected to a new page saying you successfully submitted your registration:
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Basic UDI-DI registration

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

What do you want to do now?

Important: After Submitting the Device, thstate of the Device(BasicUDIDI and UDDI) will be:

1 Registered if the Basic UMl data does not require a commation from the Notified
Body;

1 Submitted if the Basic UBDI data requires a confirmation fronthe Notified Body before
being Registered (and being published on the Public website);
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3.2.

Registration of UDDI for an existing Basic UD|

1. From your Dashboard, selédtlanage your Basic UDIY EUDAMED Dls

Welcome to EUDAMED

MDR EUDAMED s the IT system developed by the European Gommission to implement

Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro See allthe news

diagnosis medical devices.

MDR EUDAMED is structured around & interconnected modules and a public site.

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

UDI-DisiDevice User management

EUDAMED Dis

My Actor data
o

2. Filter the Basic Ullls/ EUDAMED IB in state Submitted or Registered

Important: Additional UDIDIs for a Basic UEDI can be added only for Regulation Devices (not for

Legacy Devices)

New UDIDIs can be added only for Basic tIlid being in state Registered or Submitted.

Basic UDI-DIs / EUDAMED Dls management

Ga to Device dstails management 3 |

Register a new Basic UDLDI [l Register Legacy Device

Filtler T

Applicable regulation Risk class

Slate

Registered

¥ |

Device type Basic UDI-DI'EUDAMED DI Code

SRM AR

Apply filters Clear all filters

Active filters:

| State: Draft | Clear all filters

Showing 1 to 12 of 12 entries

Devices It Device model It Device Name It

. DeviceModelZZ7

Basic UDI-DI/EUDAMED Di Code 11

12211121212121v2 Test

111184FG4G228694YC DeviceMameZ77

shaw v per page

Class lla 2021-03-31 ® st Draft

Class lIb 2021-03-18 ® ‘st Draft

3. Identify the desired Basic UDI for which you would like to add a new UDlland wse the

functionality to register a new UEDI for this UDDL:
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Basic UDI-DIs / EUDAMED Dls management

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

Filter T

Active filters
| Stale: Registered | Clear all filters

Showing 1 to 20 of 21 entries Show enfries per page

Device Name 11 Risk class.
1234503276 . Model OP Class llb 2021-03-30 @ Reqistered
1234503072 ‘ MOdel 88 Class lib 202103 @ ViewData
1234501VP . Model 1 Name 1A Class Il 2021034 @ Vw2 UDIDI for this Basic UDVDI

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

B-555908900698 ‘ MyModel111 MyDeviceName 111 Class | 2021-03-
1234500VM . Model 550 Class lla 2021-03-08 ® Registered
1234500462 Q Model 9 Class llb 2021-03-08 ® Registered
B-2203615490541 0 Model abc Name abc Class lla 2021-03-04 ® Reqgistered e

4. Complete the fields required in the wizard for ttegistration of a UDBDI for an existing Basic
UDIDI:

Add new UDI-DI to existing Basic UDI
(1] 2 3 4

UDI-DI

Manufacturer identification demhoion
BE-MF-000000004, Alexandru Release Manufacturer fematen
UDI-DI identification
Basic UDI-DI identification UDI-Dl identification
Applicable regulation: MDR (REGULATION {EU) fssuing Entiy UDI-DI code:
cs1 v | |

2017745 on medical devices)

Basic UDI-DI code: 1234503276

Issuing Entity: GS1

UDI-DI frem another entity (secondary) applicable

Is it a System or Procedure Pack which is a Device in Yes () No e UDI-DI from another entity is required unless you select the ogtion - No
itself?

Mo
Special device type: Mo

* Enter a nomenclature code (EMDN code):

Advanced search of device nomenclature
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6. Submit theJDIDI:

=xClose

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 fo be submitted

v Outcome by email
DY

After submission, the Regulation device will have the siate Regisiered, being available
also on the EUDAMED Public website. You may view your data by visiting "Manage your
Basic UDI-DIS/EEUDAMED IDs" and "Manage your device defails” page.

Submit my request Cancel

Important: After Submitting the UDHDI, the state of the UDIDIwill be:

1 Registered if the Basic UMl has the state Registered
1 Submitted if the Basic UBDI hasthe state Submitted
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Onthedashboard cl i ck 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 your actor), depending on your profile

UDI-Dis/Device User management
My Actor data
Register a new EEC UDI-DI Assess user access requests
O gevice Manage

e your users

ur Basic UDI-Dis / EUDAMED Dis
Manage your actor data
- A8 Manage your Devices details

Manage your email notifications

EUDAMED DIEUDAMED DI

4.1. Step 1:EUDAMEDI Identification Information

1. Select an applicable legislation

Note: Basel on the selectedapplicablelegislation, the set of properties (characteristics of the

Device) that can be provided will differ.

Note: For the rest of the procedure, we will assume in this quick user guide that you salkected

IVDD (Directive 98/78Con in vitro Diagnostic Medical Devices)

Legacy Device registration

Manufacturer identification

Organisation name: Belgian MF A
SRN: BE-MF-000000041
Address: Rue A, 1 1060 Brussels

Telephone number:

Email: public-contact@belgian-mf-a.be

* Applicable Legislation

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

2. Sel ect tdwheheraUbDl isdiréhdyassigned to the legacy devideyes,enter the

Issuing Entityand the UDDIcodeand c¢cl i ck “ Generate”
EUDAMED!.

Note: In case no UEDI is availablethe EUDAMEDI mustbe provided.
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In case UDDI is provided for GS1 Issuing Entity, the tIdicode provided must have 14
characters.

The EUDAMEDI @n be generated outside EUDAMEBIfig the providedlgorithm fa the
generation of EUDAMHD)) or can be generatedithin the registration process by providing the
manufacturet s  didemntifiec aand allowing EUDAMED to generate it

IfaUDIDI is provided, it must be unique in EUDAMED alfeady exists in EUDANEor the
selected Issuing Entity, you will be prompted to provide another.

Exception The same UEDI can be used for the same legacy &edjulatiordevice whereby a

device idnitially registered under &gacy legislatioand is latercertified under aRegulation
applicable legislationIn this case,qu will be prompted that a link will be created between the two
devices (the Regulation and the Legacy Device).

UDI-DI assigned for the current legacy Device?

Yes C) No

* Issuing Entity: * UDI-DI code:

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

3.Select whetheritisakitormp i f you sel ect “ Yes"” p,pothenwise fdl n
in the remainingnformation:

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

O Yes @ No

Special device type

. D o
Yes No Special device type is required unless you select the option - No
A

* Special device type:

© Software

4. Select theauthorisedrepresentative for the currendevice (Basic UEDI) from the options
available (applicable only in casenoih-EUmanufacturers)

Note: Theauthorisedrepresentative and themanufacturer musthave an active Mandate in order
to be able toassign theauthorised representativeto the Device.

If there is only onauthorisedrepresentative with an active Mandate with tmeanufacturer, it will
be automatically selected
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Authorised representative identification
Organisation name: Belgian AR A

Eudamed actor ID: BE-AR-000000045

Address: Rue E, 1 1060 Brussels

Telephone number: -

Email: contact@belgian-ar-a.be

5. On the side yowvill be showra small description of the devic& | ect a “ Ri sk c¢l ass”
and select “Yes or .“No” for each of the options

Risk Class options are dependent on the Applicable Legislation of the Device and have an influence
over the properties whichmust be provided later.

Legacy device registration

Manufacturer identification SupanEn
BE-MF.000000041, Beigian MF A
EUDAMED DI information
* Risk class
EUDAMED DI identification
Applicable legisiation: (VDD (Directive 8678/EC onin ¥
vitro Diagnostic Medical Devices)
* Near-patient testing
EUDAMED DI code: B-56309 Yoo O
Issuing Entity: EUDAMED
* Self-patient testing
Kit: No Yes O No
Special device type: Software
*Companion diagnostic

Yes O No

* Reagent

Yes O Mo

* Instrument

Yes O No

6.Sel ect “ Ye sdevicemodel ndexds to befspedifieemd if availableenter a Device
name:

Device model applicable

r N . . ) -
Yes L. y No o Device meodel is required by default unless you select the option - No

* Device model:

Device Name:

7. Click on “Save” to save yobaxt'™T™etgo ssaamd i ioth as s
continue with the following steps:
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4.2. Step 2:Certificate information

Select a certificate type,Mhtethacertificate numibeBanch u mb e r
expiry date If availableenter a revision number

Note: Information on active certificatesnust be provided for Legacy Devices.

In Annex2 to this document you may find the Certificate types that can be provided for the Legacy
Devicesspecific for eactApplicable legislation of the Device.

Several identification detail®f severakertificatesmaybe provided.

Certificate information

Item #1 v

* Certificate Type:

‘ EC Certificate Full Quality Assurance System v ‘

# Change Notified Body
Organisation name: EVPU as.

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
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4.3. Step 3:Device identification information

1. EUDAMEvill display the identifier of the Device (the previously provided-DDor the

EUDAMED IBenerated based on the provided/generatet) DAMED RI

Device identification information
* Issuing Entity:

* UDI-DI code:

HIBCC W

TTE84

2.Enter the EMDN codeé? i c k

Note: EMDN has been officially chosen as the new European Medical Device Nomenclature. It has

oamd séldetithe dotrect one:

a multilevel, treelike structure of 22 mutually exclusive main anatomical/functional 'categories
and 144 groups. Please note that only lowdstvel EMDN codes can be used to describe a device

in EUDAMED

The mapping between th&MDN andGMDN provided at this stage in the system is an initial

version (draft) mapping, which can change in tim@he maping is not fully completed and not
reliable and can be used only for facilitating the correct selection of EMDN code)

* Enter the nomenclature code (EMDN code)

Advanced search of device nomenclature

33Enter the trade

name (i f there

Trade name applicable

Yes () No

Trade_Name_01|

o Add a trade name in another language

* Trade name * Select the language

I

6 Trade name is required unless you select the option - No

v

4. Enter a reference number and aagditional information you might have:
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* Reference/Catalogue number:

978696872

Additional product description Select the language

English v

-~

o Add additional product description in another language

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

* Device status:

‘ On the EU market

5. EUDAMED will displdlge status of the Device

Note: Inthe case of Legacy Devices, the initial status of the Device is considered ¥®ié¢he

marketQIf the device idNo longer on the marke@an update of the status can be performemh
the Device (UDDI/EUDAMED ID)

* Device status:

On the EU market
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4.4,

1. Sel ect

Step 4:Device characteristics

“Yes” or “No” for t heifStoragethandlibhgh r e e
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

g Jiti if applicabl.

* Storage/handling conditions type:

Yes C’ No €) storageinanding condiions are required unless you select the option - No

Description

o Add another storage/handling condition

2. If appliable, provide the desired values by selecting from the options provided and enter a

description:

Yes () No

Storage/handling conditions, if applicable

o ‘Storagehandling conditions are required unless you sshect the option - Mo

* Siorage/handling conditions type: Description:
o Add another siorage/handling condition
3.RepeatfolCr i ti cal warnings or contrai

Next"”

Yes C) No

* Critical warning type:

Critical warnings or contra-indications,

if applicable

€ critical warning or contra-indications are required unless unless you select the option - No

Description

o Add critical warnings or contra-indications
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4.5. Step 5:Device information

1. Select “NvésT T fot he device was designed by an
the SRN number if you know it;

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

Yes () No

| know the SRN

* Enter SRN or name

I f you select “No”, enter the information mar
others are optional):

Yes () No @ strect 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

iy
* Country

Telephone

Telephone format example: +32 x %000 X X

* Email

2Sel ect “NYeisf" pyou “Want to provide the Clinica
current UDIDI/EUDAMED D

Clinical Investigation

r N . o] . q
Yes L. y No e Clinical Investigation is required unless you select the option - No

Clinical investigation conducted inside EU?:

QO Yes O No

o Add new Clinical Investigation
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3. Sel ect “Yes"” or “No"”

for

* 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

Belgium ~

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

4. Select a Member State from the dropdown list where the device was or will be placed on

the EU narket,andc | iSabmit “ &mevieW

t

he

t hr ee

A

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

* Select one or more countries »

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

f

ol

4. A popup window will appear asking you to confirm your submiss@nce confirmedyou

will be brought to a new page showing you succeeded in registering your Legacy device:

Legacy Device registration

o Congratulations. You have st

What do you want to do now?

Register a legacy device

Go to the dashboard

illy submitted your Legacy device registration request.
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5.1. Registration of Basic UEDI together with the first
UDIDI for System or Procedure Packs
5.1.1 Step 1:Basic UDDI Identificationinformation

1.0n the EUDAMED dashboarb,ic c k o n

Home Tasks v Search & view v Transmission v News

Welcome to EUDAMED

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

“Register a New System Pro

Help v 2 John Smith Logout

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 diagnosis medical devices.

See all the news

MDR EUDAMED is structured around 6 interconnected modules and a public site

Tasks

System or Procedure Pack

Register a new System Procedure Pack
L

Manage your Basic UDI-Dis
Manage your UDI-Dis

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

2. On the next pageyou mayregisterthe Basic UBDI information for your system or procedure

pack, i.e. the Basic UDI Issuing entity and code.

System or Procedure Pack registration

Procedure pack producer identification
AR_SPPP
BE-PR-000000062
8686 Brussels

Organisation name:
SRN:

Address:
Telephone number:

Email: ar_sppp@abc.com

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

* Issuing Entity: " Basic UDI-DI code

~ 2l

Note: The applicable legislation (MDR) for system and procedure packs will besglected by

default.

Important: EUDAMED W perform a validation for the Basic UEDI code provided based on the
specific format provided by each Issuing Entity. Please ensure that you provide the correct value.
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Basic UDDI duplicates cannot exist in EUDAMED. If the BasibU&lde already ests in EUDAMED
for the selected Issuing Entity, you will be prompted to provide another value

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

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

GS1 v 1212112121212DL

© Duplicate device identified. -

* §ystem or Procedure Pack type:

® Procedure Pack

O System

3. Choose whether you are registering a system or procedure pack:

* System or Procedure Pack type:
Procedure Pack -
System

Save & Next »

4. Click on “Save & Next” to saveneytsieps. regi strat

Save & Next »

5.1.2 Step 2:Basic UDDI information

On the next page, you must provi@&asic UDBDIidentificationinformation:
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System or Procedure Pack registration

(1] 2 3 4

Producer identification Basic UDI-DI UDIDI UDHDI Container
BE-PR-000000062, AR_SPPP information I‘:ﬁgﬂ?réﬂnﬂ characteristics package(s)
Basic UDI-DI information

Basic UDI-DI identification * Risk class-

Applicable regulation: MDR (REGULATION (EU)
2017745 on medical devices)

Basic UDI-DI code: 12121121212120L * Indication of medical purpose: * Select the language:
Issuing Entity: GS1 hd

System or Procedure Pack type: Procedure Pack

v
o Add another indication of medical purpose
Device model applicable
Yes o No 0 Device moded is required by default uniess you select the option - No
* Model:
Mame:

1. Choose a Risk Class from the ddovn list:

System or Procedure Pack registration

0 2 3 4

Producer identification Basic UDIDI UDLDI UDLDI Container
R R TT AEEE information n‘ine:g(rgz:lucnn characleristics package(s)

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

2. Fill in the indication of medical purpose, and select its corresponaitgyage:

* Indication of medical purposs: * Select the language:

o Add another indication of medical purpose

You may choose to add the indication in several
another indicat i amsebettitstaaglagem the doopdowndid e ”

3. Select “Yes” or “Nolfiffoa deVeceemmoti&kesi’s app
and the device name if available:
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Device model applicable
Yes O Mo 0 Device moded i required by default unless you select the option - Mo
* Model:
MName:
4. Click on “Save” to save your registration

and proceed to the next steps:

5.1.3 Step 3:UDIDI identification infornation

1. Select the *“lssuing Entity-Dlcdde om t he
UDI-DI identification
UDI-DI identification
* Issuing Entity * UDI-DI code
5S1 v

Important: The provided UDDI

code must be unique in EUDAMED. If it already exists in

EUDAMED for the selected Issuing Entity, you will be prompted to provide aaioth

Note : In case of GS1 Issuing Entity, the {IDktode provided must have 14 characters

2. Enter the Secondary UDI from a different Issuing Entity to the UDI, if applicable:

Yes O No

* Issuing Entity

‘ v

UDI-DI from another entity (secondary) applicable

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

* Secondary UDI-DI value
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3. Enter the EMDN codé&(ropan Medical Device Nomenclature)and i ck on “ Find” :

Note: EMDN has been officially chosen as the new European Medical Device Nomenclature. It has
a multilevel, treelike structure of 22 mutually exclusive main anatomical/functional 'categories'

and 144 groups. Please note that only lowdstvel EMDN codes can be used to describe a device

in EUDAMED.

The mapping between the EMDN and GMDN provided at this stage in the system is an initial
version (draft) mapping, which can change in tim@he mapping is not fully completed and not
reliable and can be used only fdacilitating the correctselection ofEMDN code)

* Enter the nomenclature code (EMDN code)

Advanced search of device nomenclature

Then select the correctone fromthepapp | i st and click on “Confirm”.
EMDN codes.
4. | f applicabl e, sel eandselecitelanjuage:co enter the trad

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

o Add a trade name in another language

You can providérade namesin severalanguagesi n whi ch case you have to c
name in another | anguage”.

5. Enter the Referené¢€ataloguenumber:
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* Reference/Catalogue number:

REF_TEST

6. Select the type of UBI,which signifieshe wayin which productioris controlled

You can select more than one type.

_Addmonal 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) = >

* Type of UDI-PI

[J Lot or Batch number
[] serial number

[J Manufacturing date

7. Enter any additional information about the system or procedure pack, select the langltige
additional informationand enter a URL if you have one for additional informatiatine:
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Q & ] A

Basic UDI-DI uDI-DI UDI-DI Container
information identification characteristics package(s)
information

UDI-DI characteristics

* Need for sterilisation before use

Yes No

* Device labelled as sterile

Yes No [}

8. Séect whether the system or procedure paiskntended forthe EU market or not and click on
“Sateaveasdrafb r “ S a v ¢ocdatinhkdoxthe hext steps

5.1.4 Step 4:UDIDI Characteristics

1.Select Yes” or “ No” fptedregardinglsteriisptiotn on pr om

2. Sel ect ifst¥rage 6r handling toNditibns are applicable

* UDI-DI status

Not intended for the EU market
@® On the EU Market .

B T

Storage/handling conditions, if applicable

Yes a No ew;hmmmmnmunmmusmwmmmm-m

* Storage/handling conditions type Description

° Add another storage/handiing condition
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I f you choose “Yes”, you frdmadrepddwn listSame eftheset he cond
types require a descriptionyhich you can provida therelevantbox You may add several storage

and handling conditions types.

b20iSY LF¥ @&2dz aSt SO0 ahiKSNE FNBY GKS {d2N)3ISkl Yy
description to be provided in several languages:

Storage/handling conditions, if applicable
Yes a No o Storage/handiing conditions are requited uniess you select the option - No

* Storage/handling conditions type

OTHER v

* Description * Select the language

Tesy v

®

o Add storage/handling conditions in another language

o Add another storage/handiing condition

3. Sel ect ifanyersical warmings oNaoritiadications are applicable (you can add
several):

Critical warnings or contra-indications, if applicable

Yes o No o Critcal waming of CoNtra-ndicatons are required uniess unjess you select the option - No

* Critical warning type Description

autior v Description|

o Add critical wgrm@g or contra-indications

Justlikdfort he previous section, if you choose “Other?”
requires you to provide the description in several languages:
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Critical warnings or contra-indications, if applicable

Yes o No 8 Critcal waming or contra-indications are required unjess uniess you select the option - No
* Crtical warning type Description
Caution

v Description

* Critical waming type

OTHER

* Description

* Select the language

i |

®

ions in another language

o Add critical warnings or contra-indi

o Add critical warnings or contra-indications
4. i ck on “Save” to save draft or *“

Save & Next?”

5.1.5 Step5: Container Packagdetails

This is the last step for registering a System or Procedure Pack.

1. If you wish to provide information about packaging structudres r

shipping, click or
container package”:
Basic UDI-DI uDI-oI uDI-DI Container
information identification

characteristics

package(s)
information

Container package(s)

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

° Add container @_kggg

A popup box will appear for you to make your selection:
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xClose
Add container package
P
AN container package UDI-DI for UDI-DI 12121221
* Issuing Entity * Package UDI-DI code * Quantity per package: Total number of devices
m l 1 1
ICCBBA 3 '
IFA

2. From the dropdown list choose the issuing entity.

3. Enter the Package UDI code and the quantity per package in the boxes provided.
4.Clclon “Save” to return to the main page.

You caradd several container packages, and adi or delete the container package information
you provided.

Note: the system calculates the total number of devices according to the quantity per package you
provided:

Container package(s)

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

:o Add coniainer package: Edit container package 6 Delete container package

[Root] UDI-DI: 12121221 (ICCBBA)
UDI-DI: 122121 (HIBCC) | Quantity per package. 5 (5)

# UDI-DI: 434343 (HIBCC) | Quantity per package: 3 (15

%-:;.c 434343 (HIBCC) | Quantity per package: 3 | Total number of devices: 15
5. I f you are ready to submit the registration,
You also have the option to preview the informat

6. As a final step, a peyp window will appear, prompting you to confirm that yate ready to
submit your registration request. I f so, click o
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Submission

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

E Status of your request

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

Submit my rejyiest

Upon submission, you will see a message that you have successfully submitted a System or
Procedure Pack registration request:

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

Manage your UDI-Dis

Manage your actor data

Manage your emai nolifications

Machine to machine data delivery
preferences

Registration of System or Procedure Pack

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

What do you want to do now?

Register new System or Procedure Pack

Goto fne@snboafd

5.2. Registration of UDDI for an existingBasic UDDI of a System
or Procedure Pack

1.0n theDashboard, sele¢t Manage yodd sBasi c UDI
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2. Filter the Basic UEDIs with stak “Registered .

To do that <click
the button: “Apply

oeltdet buReginst i ederi'"n then”

filter

Basic UDI-DI management for SPP

Go to device management

[ Filter ¥

Basic UDI-DI code Name

Risk class System or Procedure Pack

Register new System or Procedure Pack

New UDIDIs can be added only for Basic I8 in state Registered or Submitted.

3. ldentify the desired Basic UDI for which you would like to add a new tIDllandclick onthe

ellipsis symbolo addit:

Basic UDI-DI code It UDI-Di(s) it Device model It

1212112121212DL o
12345KT-Devices-3BY O

223311445578899583F . SPP_Model

Device Name It

Device Name

test

Risk class It

Class lla

Class |

Class |

Type It

PP

PP

Date 17

2021-06-10

2021-05-2

2021-04-§

@ Registered Lol
@ \iew Data

@ View all UDI-Dis for this Basic UDI-DI

&BUDII-D“.LLQMMI

5.2.1 Step 1:UDIDI identification information

1. Completeall the fields required in th&JDIDI identification information talfor the registration of

a UDIDI for an existing Basic UDL
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o 2 3

UDI-DI UDI-DI Container
identification characleristics package(s)
information

UDI-DI identification

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

HIBCC v 121212

UDI-DI from another entity (secondary) applicable

Yes O No O\DLOImmmammdmmmnw-No

™ Enter a nomenciature code (EMDN code):

| : 5

Advanced search of device nomenciature
Selected nomenclature codes
Code A01010101 HYPODERMIC NEEDLES FOR SYRINGE —
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Trade name applicable

Yes O No o Trade name is required uniass you select the option - No
* Trade name * Select the language

Trade_Name Croatian v

°Acdatrad name in another language

" Reference/Catalogue number

Ref_12134

* Type of UDI-PI
Lot or Batch number

a

Serial number
[0 Manufacturing date
O

Expiration date

* Additional product description * Select the language

Test Bulgarian v

®

o Add additional product description in another language

URL for additional information (as electronic instructions for use)

" UDI-DI status
Not intended for the EU market

On the EU market

2.Clicko n " & a N @xmove to the next step

Save Save & Nex) »
== y

5.2.2 Step 2:UDIDI Characteristics

1. Fill in the fields for the U Characteristics tab:
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UDI-DI characteristics

* Need for sterilisation before use

Yes #® No

* Device labelled as sterile

Yes & No

Storage/handling conditions, if applicable

Yes D No o Storage/handing conditions are requred uniess you select the option - No

Critical warnings or contra-indications, if applicable

Yes @ No e@awmm:m«m&wnwmmmmnywwoc:mop:on-No

* Critical waming type Description

° Add critical warnings or contra-indications

2. Click on “Save & Nexltt"ertmatmoweel y oc Itiheek nex t* S$a
you have filled in so far as a draft)

5.2.3 Step 3:ContainerPackagedetails

To completehis step, please consult Section 5.1.5. of this guide.
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6.1. View own Basic UEDIBEUDAMED DIEUDAMED DI
Detalls

1.Onthedashboard of EUDAMED, <c¢click on “Manage you

CURRENT ACTOR: M facturer, BE-MF-( 1.8 MF A V3 [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) 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
User management UDI-Dis/Device
My Actor data
Assess user access requests L Register a new Basic UDI-DI

Manage your users

Manage your actor data

Manage your emai notifications
Machine to machine data delivery
preferences

2. You will see a list with all of the Basic {OBI/EUDAMED DIEUDAMED f®gistered to the
currentactor.

Note: By defaulf the Basic UDDIS/EUDAMED Blisted are the onesin Draft state In order to
retrieve the desired Basic UIIS/EUDAMED D, use the filters available

Basic UDI-DIs / EUDAMED DlIs management

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

Fitler T

Active filters:

| State: Draft | Clear all filters

Showing 1 to 9 of 9 entries Show | 20 ~ | entries per page

Basic UDI-DIVEUDAMED DI Code 1t Devices IT Device model It Device Name |t Risk class

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

121211212105 Test Class lla 2021-04-01 ® 1st Draft
1211421211211EW Device Name Class lla 2021-04-01 @ Draft

12121233333333343HC fest Class | 2021-02-13 @ 1ist Draft

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

12345ABCBY test Class | 2021-02-05 @ 1ist Draft
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3. Click on theellipsis symboltfiree dotg on the right of the desired iterand then cliclon
“ Vi aw @#om the menu

Date 17 State Actions
2021-06-09 ® Draft voe
20213 @ _LD.utV- v Dat
2021- /'  Edit Data

@ \iew all UDI-Dis for thus Basic UDI.DI
2021-

4. You wilseea summary of the details concerning your Basic-DEZEUDAMED DI:

Basic UDI-DI 1211421211211EW

| £ Go to UDI-DVEUDAMED DI management

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

|Basi: UDIDI data Basic UDI-DI data W

Clinical Investigation Version 1 [Current] ‘ Last update date: & 2021-03-23

Cerificates
Basic UDI-DI identification

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

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

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
Reusable surgical instruments: No
Active device: No
Device intended to administer and/or Mo

remove medicinal product:

Name: Device Name

6.1.1 Delete a Draft Basic UEDI/EUDAMED DI

After having followed the steps in the previous secttohto view a Draft Basic UIDI/EUDAMED
Dl,you have the option to deleta draft.

1. Once inside the view of the desired draft, c |
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Basic UDI-DI data

Applicable regulation:
Basic UDI-DI code:

Issuing Entity:

a Device in itself?:

Risk class:

Is it a System or Procedure Pack which is

Version 4 [Draty | Sea version history | Lt updute dste: il 2021.06.00

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

12345-test-udi-1-HL

GS1

Class lib

Procedure Pack which is a device in itself

2. The system will prompt you to confirm your intention to delete the draft in amopvindow. If
ick on "“Yes”

certain,

c

Délete Basic UDI-DI

Delete Basic UDI-DI version 4 ?

The system will revert youo the latest registered informatiofor this Basic UBDI.

6.1.2 Update (Create a new version) for Basic UDIEUDAMED DI
1. Followthe steps in section 6.1 to view a Basic DDEUDAMED DI

2. Once inside the view mode for the desired BasicDIDtlicko “ Cr eat e new

right corner:

| < Goto UDI-DIVEUDAMED DI management

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

| Basic UDI-DI data
Clinical Investigation

Ceriificates

Basic UDI-DI 1211421211211EW

Basic UDI-DI data

Version 1 [Current] | Last update date: 8 2021-03-23

Basic UDI-DI identification

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

Create new version

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

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

Special device type: No

Risk class:

Implantable:

Measuring function:

Reusable surgical instruments:
Active device:

Device intended to administer and/or
remove medicinal product:

Class lla

Mo

Ho

Mo

Mo

Mo

Device Name
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3. Update the desired details.
b2GSY 2yté &a2YS RSGFIAf& OFy 0SS dzZJRIFIGSR RSLISYRAYS3

and device name:

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 O No o Device mode! appiicable
N
* Device Name ["
version J
Presence of human tissues or cells, or their derivatives: Yes
Presence of animal tissues or cells, or their derivatives: No

4. To finish the action you have two options:

a.Clickon Save” to save the updated details without ¢
the update as “Draft” and allows you to go back
update.

b.Clickor* Submit new versi on” , updafeangd wish todinaliseit er t ai n ab

Al ternatively, you can press “Cancel” to cancel

m Submit new version Cancel

6.1.3 View historical versions for Basic UDI/EUDAMED DI
1. Follow the steps in section 6.1 to view a BasicIEHUDAMED DI.

2. Once inside theummary ofthe desired Basic U, clickorf See version history”
the table:
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Create new version

Last update date: i} 2021-08-10
Applicable regulation: MDR (REGULATION (EU) 2017/745 on medical devices)
Basic UDI-DI code: 12345-test-udi-1-HL
Issuing Entity: GS1
Is it a System or Procedure Pack which is Procedure Pack which is a device in itself

a Device in itself?:

3. View the list of versions for the desired Basic-Dind click on the desired version to view its
details:

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

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

4. Inside the summary of a version, note that you can browse through the different versions via the
browsing function on the top right corner:

<€ Go back to the current version |

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

I

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: No
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6.2. View ownUDIDI/EUDAMED Dietails

1.Onthedashboard of EUDAMED, <c¢click on “Manage you

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the Ei Commission fo i
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 and a public site.
Tasks
By module, consuli, verify andfor manage your own and related data (managed by your actor), depending on your profile.
UDI-DisiDevice User management
MY Actor data Repgister a new Basic UDI-DI ASSess user access requests
'é Register a legacy device Manage your users

Msanage your Basic UDI-DIs / EUDAMED Dis
Msnage your acior data
Manage your device details

Msanage your email notifications

Machine to machine data delivery preferences

2. You will see a list with all of the devices registeregaia

Showing 1 to 20 of 30 entries Show 20 v eniries per pag

UDI-DVEUDAMED ID Code Trade name Reference/Catalogue Nomenclature code

n i number It i Mol S

~ EUDAMED DI code: B-435345PL, Device Name: dsfdafd, Class Ilb, MDD (Directive 93/42/EEC on Medical Devices)

D-435345PL 2021-03-29  On the EU market @ st 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 =2
~ EUDAMED DI code: B-12335671, Device Name: 12335671, Class llb, MDD (Directive 93/42/EEC on Medical Devices)

12335671 12335671 2021-03-24  On the EU market @ 1st Draft o]

~ Basic UDI-DI code: 2021032320U7, Device Name: NameD123, Class |, MDR (REGULATION (EU) 2017/745 on medical devices) ° Add a new UDI-DI

7oA

Note: By defaultil KS aeadaSy fAada G Krborder $odekries the desiffeda 5 NI F
Devicesuse the filters availabld @ Of A Ol Ay 3 2y dGCAf (SNE

[aniN
m
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Applicable regulation Status
v
[
Risk class Trade name UDI-DI/EUDAMED ID Code
[ Regstered
v
Submitted
Nomenclature code Properties Reference/Catalogue number

Clear all filters

Active filters

State: Draft | Clear all filters

3. 0On theright-hand side of each device theigan ellipsis symbadihfree dot9; click onit and

then click “View data” from the menu:
State Actions
® 1st Draft eee
® View data
P # Edit data

4. You wilseea summary of the details concerning your device:

EUDAMED-DI D-435345PL

= See UDI-DI(s) list (1

IUDLD\ data UDI-DI data EDIT 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

6.2.1 Delete a Draft UBDI/EUDAMED DI

1. Follow the steps in Secti@2. to view a Draft UEDI.
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2. Once inside the summary for the desired DraftODI, si mply click on “Del et
corner:
= See UDI-Di(s) list Next UDI-DI >
UDI-DI data Bl - |
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

3. A popup message will prompt you to confirm the delete action:

Delete UDI-DI

Delete the Draft version of UDI-DI?

Yes Cancal
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6.2.2 Update (Create a new version) for UDI/EUDAKD DI

1. Follow the steps in section 6.2 to viewJDIDI/EUDAMED DI.

2. Once inside theummaryof the desired UDDI , cl i ck on “Create new ver s
corner:
= See UDI-DI(s) list Next UDI-DI »
Version 1 [Current] | Last upcate date B 202108
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

3. Update the desired detajlor example:

UDI-DI from another entity (secondary) applicable

Yes c No o UDI-Di fom ancther entty is requred uniess you select the option - No

* Enter a nomenciature code (EMDN code)
E I |

801

ST TTUNRNTITUNY TUUES

Code A01610102 HYPODERMIC NEEDLES FOR PEN 6 Remove nomenciature code

Trade name applicable

Yes o No o Trace name s requred UNieSS you Seect the option - No
* Trade name " Select the language
Trade_Name All languages v

° Add 8 trade name in another language

()]

Note: only some details can bézLJRI § SR RSLISYRAyYy 3 2y GKS I OG2NRa aL
4. To finish the action you have two options:
a. “Save” to save the updated details without su

b. “Submit n ewishvtodimalssé tberupdate i f you
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m Submit new version Cancel

6.2.3 Update (Create new versiofgr Product Designer

The Product Designer information can be updated independently of the rest of the datieinca
UDIDI.

1. Follow the steps in section 6.2 to view a {DDEUDAMED DI.

2. Once inside the summaof the desired UDDI,c | i ¢ k ustbesigigrfrondthe list on the
left (or scroll down to the Product Designer section)

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

UDI-DI 12212121 = See UDI-DI(s) fist Next UDI-DI>
UDI-DI data DELETE

Market 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. Click on the “Update” button of the Product D

Product designer
Version 1 [Current] | Last update date: il 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: BBBB v2
Postal code: 1M1
Country: Albania
Telephone:
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4. Update the fields under Product Designer

Natural or Legal Person update

| know the SRN
* Name (Manufacturer Name)

Test I

Street information, if applicable

Yes a No o Strest information is required unless you select the option - No

* Street Street number

test

Address line 2

* City name * Postal code

BEBE v2 11

* Country

5. Click on “Submit ”tofintlisettheepddbeot t om of t he screen

You wi l |l be able to see the new version created

6.2.4 Update (Create new version) for Market Information

The Market information can be updated independently of the rest of the data in a devieBIUD
1. Follow the steps in section 6.2 to view a {DMEUDAMED DI.

2. Once inside the summaoy the desired UDD | , click on “Mar ket i nfor mat
left (or scroll down to the Market information section):
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UDI-DI data TTNS UEBVICE 1S TTOT CUTTETTY TITREU WIlT arny Omer Uevites

Product designer

Product designer

Version 2 [Current] | Sa

Market Information

nhistory | Last update date B 202

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: BEBB v2
Postal code: 11
Country: Albania
Telephone:
Email: 1@t com
Market Information
Version 1 | Lastupdate date B 2021
Member State of the placing on the EU Belgium
market of the Device:
Member States where device is or is to Country From
be made available on the market: Belgium
Finland
Greece

To

3. ClickconontUpdate

4 . Update the relevant fields under

Market information update

Belgium From e« | To -
YYY-MM-00 YYYY-MM-DD

Finland From = L = m
YYYY-MM-DD YYYY-MM-DD

Greece From = | To = m
YYYY-MM-DD YYYY-MM-DD

Latvia From & | o = .ﬂﬁ
YYYY-MM-DD ; YYYY-MM-DD

e or more countries >

5. Click on “ Sub miYouwilteablé to seathde updatedtvérsion af Matkett e .

information:
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Market Information Update countries
See version history Last update date' ] 2021-08-10
Member State of the placing on the EU Belgium N
market of the Device:
Member States where device is oris to Country From To
be made available on the market: Belgium
Finiand
Greece - 2021-06-09
Italy
Latvia

6.2.5 Update (Create new version) for Container Packages

The Container P&ages information can be updated independently of the rest of the data in a
device UDDI.

1. Follow the steps in section 6.2 to view a {DMEUDAMED DI.

2. Once inside the summary of the desired 400 , click on “Container Packe
the list on the left (or scroll down to the relevant section):

UDI-DI 12212121 = See UDLDI(S)ist Next UDLDI >
Version 1 [Current] | Last update date M 2021-08-10
Market 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. Click on “ Grthe@dntainenPackageeations i on”

Container Package Information

Version 1 Last update cate B 2021-06-10

[Root] UDI-DI: 12212121 (HIBCC)

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

4. Click on “Add container package” to add new i
device:
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Container package update

Container package(s)

° ainer package

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

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

5. Insert thepackage detailsinthepepp wi ndow and c¢lick on “Save”:

F
xClose

Add container package

A container package UDI-DI for UDI-DI 12212121
* Issuing Entity * Package UDI-DI code * Quantity per package Total number of devices

12121212 g $ 5

HIBCC v |

5. Once you add new package details, you also have the option to update the container package
status:

Container package update

Container package(s)
© 200 container package () Uodate container oackage status
[Root] UDI-DI: 12212121 (HIBCC)
& UDI-DI: 3232 (HIBCC) | Quantity per package: 3 (3)
UDI-DI: 12121212 (HIBCC) | Quantity per package: 5 (5)

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

6 . Update the package mar ket status i f needed an
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xClose

Update container package status

i Container package UDI-DI 3232
Container package market status

[# Nolonger placed on the EU marke] © On The Market

7. Cl i ck todinalise tBeucbntaingr package update:

Container package update

Container package(s)

: Update container package status'

[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)

b

6.2.6 Discard registered UEDIS/EUDAMED Dls

You might wish to discard a registered UDIin case you discover errors that cannot be corrected.
1. Follow the steps in section 6.2 to viewegisteredUDIDI/EUDAMEIDI.

2. Once inside the summary of the desireddl , c¢cl i ck on “Discard”,

DG SANTE



EUDAMED UmI/Devices User guide

Basic UDI-DI ++A999TESTSSCPAMEND2U4

| € Go to Device Details management I

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

UDI-DI 12212121 = See UDI-DI(s) list (2 Next UDI-DI >
UDI-DI data UDI-DI data Discard
Product designer Version 1 [Current] | Lastupcate date B 2021-08-10 O

arket 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. The system will prompt you to confirm your wishpermanentlydiscard the registered UHDI.
Click on “Yes” to finalise the action:

Discard UDI-DI

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

The UDDI wil be discarded and thus no longer visible on the publi®AMEDIatform.

Attention: if the UDIDI is the only one remaining in this BasicDDtategory, performing the
“discard” action wi DIl Thadystem wil inferma you atdomigix e Ba s i

xClose

Discard UDI-DI

I Details of the Basic UDI-DI and of the associated UDI-DI will be Discarded (lost ITne operation cannot be reverted. Do

&

you want to finalize the operation?

6.2.7 View historical versions of UIDIEUDAMEID and associated entities

1. Follow the steps in section 6t@ view a UDDI/EUDAMEID.

2. Once inside theummary othe desired UDDI, clickof See ver sion history”

table:
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EUDAMED-DI D-1231231UU £ See UDI-DI(s) list (1)
UDLDI data UDI-DI daia DELETE
Product designer Version 2 [Dra ] | See version history |  Last update date: & 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: Na
Reference/Catalogue number: 44545
URL for additional information (as
electronic instructions for use):
Device status: On the EU market
3. You will see a list of all previously created versiontheé examplebelow,there isonly one
version available):
€ Go back to the current version
Version history of EUDAMED ID
Version 1 - Last update date: 2021-05-25 ?

4. Click on the version you wish to vigwaccess its detailed summary
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EUDAMED DI B-1231231UU

£ Go back to the current version

Version history of EUDAMED ID D-1231231UU

=See all version history (1)

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

EUDAMED ID code: D-1231231UU

Issuing Entity: EUDAMED

Selected nomenclature codes

Caode A01010102 HYPODERMIC NEEDLES FOR PEN

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

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

Device status: On the EU market

Clinical size

Clinical size applicable: No
You can return to the version history list, by clickingo8ee al |l version history”
corner.
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7.1. View own Basic UEDI details

1. On the EUDAMED dashboardDl £’ itck oDeame “aalniagte ogfo
UDHDIs for SPPs:

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) 2017/748 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 andfor manage your own and related data (managed by your actor), depending on your profile.

System or Procedure Pack

Register a new System Procedure Pack

IManage your Basic UDI-Dis

Manage your UDI-Dis

b2GSY . @& RST¥ldzAZ G GKS adeadSy RAaLI}l@&a GKS {eadaSsSy

2Iln order to retrieve the desired SPP, ade the f
selecting the desired parameters

Basic UDI-DI management for SPP

Go to device management Register new System or Procedure Pack

Filter T

Active filters:

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

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

Basic UDI-DI code It UDI-Difs} IT Device model I Device Name IT Risk class It Date 17

4444455P_Shr_1VvM O SPP_Shr_1 Class | HE 2021-06-29 @ Registered
9970314941 ShriyaHL16E - System test1 Class | s 2021-05-14 ® Registered
9970314941ShriyaHL O Test ONE Class | FP 2021-05-14 @ Registerad

3. 0n the righthand side 6each item there is an ellipsis symbol (three dots); click on it and then
click on “View data” from the menu:
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Showing 1 to 3 of 3 entries Show | 20 ~ | entries per page

Basic UDI-DI code JT UDI-DI{s) It Device model It Device Name It Risk class It

4444455P_Shr_1VM . = SPP_Shr_1 Class | PP 2021-06-29 ® Reqistered o
- System test1 Class | s 2021-05- @ View Data

. _ Test ONE Class | PP 202105 @ View all UDI-Dis for this Basic UDI-DI

Add a UDI-DI for a Basic UDI-DI

9970314941ShriyaHL16E

9970314941 3hriyaHL

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

Basic UDI-DI 44444SSP_Shr_1VM

| £ Go to UDI-DIVEUDAMED DI management |

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

|Basic UDI-DI data Basic UDI-DI data

Version 2 [Current] | See version history | Last update date: B 20210628

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

Basic UDI-DI code: 4444455P_Shr_1VM

Issuing Entity: GS1

Risk class: Class |

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

Name: SPP_Shr_1

7.1.1 Delete a Draft Basic UEDI

1. Follow the steps iBection 71to view a Draft Basic UDII:

Basic UDI-DI management for SPP

Register new System or Procedure Pack

Filter T

Active filters:

| State: Dratt || System or Procedure Pack All | Clear all filiers

Showing 1 to 4 of 4 entries Show | 20 ~ | entries per page

Basic UDI-DI code It UDI-Di{s) It i Device Name It Risk class It Date 15

12344676768687687.C O = name Class | s 2021-06-22 ® st Draft

12344767686867QH O - system pack name Class lla ) 2021-0f ® ViewData

1234543233234324XU O rferfefrefre vddav Class | PP 20210 ¢ EditData

@ View all UDI-Dis for this Basic UDI-DI
1212112121212DL Q - - PP 2021-0¢
.. . . . « "

2. Once inside the summary for the desired Draft Basie@DIl, c | i ck on Del ete”,
corner:
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Basic UDI-DI 12344676768687687JC

| 4 Go to UDI-DIVEUDAMED DI management |

Basic UDLDIdata  UDI-DI(s) (0)
|Bas|c UDI-DI data Basic UDI-DI data

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

Risk class:

Indication of medical purpose:

Name:

MDR (REGULATION (EU) 2017745 on medical devices)
12344676T6868T6ETIC

Gs1

Class |

Indication of medical purpose Language

indication English

name

Delete

3. The system will prompt you to confirm your intention to delete the draft in a-pppvindow. If
cet ai n, click on “Yes"”

Delete Basic UDI-DI

Delete Basic UDI-DI and all its related elements? Basic UDI-DI has no associated UDI-Dls.

Continue operation?

x(Close

The system will revert you to the latest registered information for this BasieDlIDI

7.1.2 Update (Create a new version) for Basic DI
1. Follow the steps in Sectionl#o view a Basic UEDI:

Basic UDI-DI management for SPP

Go to device management

Register new System or Procedure Pack

Filter T

Active filters:

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

Showing 1 to 3 of 3 entries

Basic UDI-DI code 1T UDI-Di(s) it Device model It Device Name

4444438P_Shr_1VM Q SPP_Shr_1
9970314941ShriyaHL16E ' System test1
9970314941 ShriyaHL . Test ONE

Show entries per page

Risk class It Actions
Class | PP 2021-05-17 ® Registered
Class | s 202105 @ ViewData

Class | PP 2021.05, @ Viewll UDLDis for this Basic UDI-DI

Add 3 UDI-DI for a Basic UDI-DI
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2. Once inside the summary for tlesired Basic U | click on “Create new VvV
right corner:

Basic UDI-DI 44444SSP_Shr_1VM

| 4 Go to UDI-DIVEUDAMED DI management |

Basic UDI-DIidata  UDI-Di(s) (1)

|Basic UDI-DI data Basic UDI-DI data

Version 1 [Current] | Lastupdste dste: B 3021.08-17

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

Basic UDI-DI code: 4444455P_Shr_1VM

Issuing Entity: GS1

Risk class: Class |

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

Name: SPP_shr_1

3. Update the desired details.
b203SY 2yftée a2yS RSiOGIAfa OFy 06S dzZLRFGSR RSLISYRAY 3

44444SSP_Shr_1VM [version: 2]

Create a new version of 44444SSP_Shr_1VM

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

o Add another indication of medical purpose

* Device Name:

SPP_Shr_1

“ Submit new version Cancel

4. To finish the action you have two options:

a.Clickot Save” to save the updated details without ¢
the update as “Draft” and allows you to go back
update.

b.Clickor Submit new versi on” , updafeangd wish todinaiseit er t ai n ab

Alternatively, you caglickon* Cancel ” t o cancel the updat e.
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m R —— Cance!

5. After you have submitted the new versjgmou can see it has been updated under the Basie UDI

DI details:

Basic UDI-DI 44444SSP_Shr_1VM

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

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

|Basuc UDI-DI data i -DI data
Version 2 [Current] || See version nistory | Last update date: B 2021-08-20
]

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

Basic UDI-DI code: 4444433P_Shr_1VM

Issuing Entity: GS1

Risk class: Class |

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

Name: SPP_Shr_1

Create new version

7.1.3 View historical versions for Basic UDI

1. Follow the steps in Section 7.1 to view a Basic-DDI

2. Once inside the summary for the desired BasicJDI, click on
the table:

See ver si

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 UDLDLdatz

| See version history | [JLsst update date: B 2021-05-20

Version 2 [Curren|

Applicable regulation: MDR (REGULATION (EU) 2017745 on medical devices)

Basic UDI-DI code: 4444458P_Shr_1vM

Issuing Entity: GSs1

Risk class: Class |

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

Name: SPP_Shr_1

Create new version

3. View the list of versions for the desired Basic-DDand click on the desire@rsion to view its

details(in the example below, there is only one older version)
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Basic UDI-DI 44444SSP_Shr_1VM

£ Go back to the current version

Version history of Basic UDI-DI 44444SSP_Shr_1VM

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

4 Once inside a historical ver sion,
hi story”™ on the top right corner:

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) 20117/745 on medical devices)

Basic UDI-DI code: 4444453SP_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. View own UDDI details

1.0n the EUDAMED dashboar dbl sc’l itcok soene
SPPs:

you

c

an

Tasks

System or Procedure Pack

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

Manage your UDI-Dis

By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.
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2.In order to retrieve the desired UI, use the filters available by clicking on biee“ Fi | t er

button and séecting the desired parameters:

UDI-DI details management for SPP

| Go to Basic UDI-DI management for SPP |

Filter T

Active filters:

| State: Registered | Clear all fiters

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

UDI-DI code It Trade name 1t Reference/Catalogue number It Nomenclature code 1t Sterile It  Date 17 Status Siate Actions
* Basic UDI-DI: 444448SP_Shr_1VM, Device Name: SPP_Shr_1, Class I, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices) © Add a new UDLDI
4444455P_Shr_1VM 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 UDLDI
3467580675479 system 1 543 2021-05-14 On the EU market @ Registered

* Basic UDI-DI: 9970314941 ShriyaHL, Device Name: Test ONE, Class I, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices) © Add a new UDLDI
997031494145675552 tradei 34234 2021-05-14 On the EU market ® Registered

3.0n the righthand side of each itepthere is an ellipsis symbol (three dots); click on it and then

click on “View dat a” from the menu:

Show | 20 ~ | entries per page
Status State Actions
ces) @ ~2dd a new UDI-DI
On the EU market @ Registered L]
| devices) ¢ & View data
On the EU market ® Registered Lol
les) © ~ddanew UDI-DI
On the EU market @ Registerad L

4. You will see a summary of the details concerning ghosensystem omprocedure pack UEDL:

DG SANTE



EUDAMED UmI/Devices User guide

Basic UDI-DI 44444SSP_Shr_1VM

| < Go to device management |

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

UDI-DI 44444SSP_Shr_1VM

UDI-DI data UDI-DI data

Container Package Information Version 1 [Current] | Lastupdste date: B 20210517
UDI-DI code: 4444455P_Shr_1VM
Issuing Entity: HIBCC

UDI-DI from another entity

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

Selected nomenclature codes

Code AD10204 NEEDLES AND KITS - AMMNIOCENTESIS

Trade name
Trade name applicable: Mo
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: Cn the EU market
Need for sterilisation before use: No
Device labelled as sterile: No

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

m C1eale new version

7.2.1 Delete a Draf UDIDI

1. Follow the steps in Section 7.2 to view a Ddii-DI.

2. Once inside the summary of the desired Draft-DDI , c
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Basic UDI-DIdata  UDI-DI(s) (1)

UDI-DI 34675806754T9 = See UDI-DI(s) list (1
UDI-DI data UDI-DI data EDIT DELETE
Container Fackage Information
UDI-DI code: 3467580675419
Issuing Entity: HIECC

UDI-DI from another entity

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

Selected nomenclature codes

Code A010102 BUTTERFLY NEEDLES

Trade name
Trade name applicable: Yes
Trade name: system 1Al languages
Reference/Catalogue number: 543
Type of UDI-PI
Serial number: Yes
Manufacturing date: Yes
Additional product description: tast 1 for SFPP System [BG]

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

UDI-DI status: On the EU market

3. Apopup message wil/l prompt you to confirm the ac

x(Close

Delete UDI-DI

Delete the Draft version of UDI-DI?

7.2.2 Update (Create a new version) for UDI

1. Follow the steps in Section 7.2 to view a-DDI

2. Once inside the summary for the desired0I , c¢cl i ck on “Create hew ver
corner:
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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

UDHDI data UDI-DI data

Container Package Information Version 1 [Current] | Last update date: B 20210517
UDI-DI code:
Issuing Entity:

UDI-DI from another entity

UDI-DI from another entity {secondary)
applicable:

Selected nomenclature codes

Trade name
Trade name applicable:

Reference/Catalogue number:

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

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

UDI-DI status:

Need for sterilisation before use:

Device labelled as sterile:

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

44444S5P_Shr_1VM

HIBECC

No

Code AD10204 NEEDLES AND KITS - AMNIOCENTESIS

No

SPPP_Shr_1

Yes

test [BG]

On the EU market

Create new version

3. Update the desired details.

Note:onlysomeRS G+ At & OFYy 068 dzLJRIFIGSR RSLISYyRAYy3a 2y (GKS
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Create a new version of UDI-DI 44444SSP_Shr_1VM [version: 2]

uDI-DI: 4444455P_Shr_1vM

UDI-DI from another entity (secondary) applicable

Yes () No 6 UDI-DI from another entity is required unless you select the option - Mo

* Enter a nomenclature code (EMDN code):

Selected nomenclature codes

Advanced search of device nomenclature

Code AD10204 NEEDLES AND KITS - AMNIOCENTESIS Remove nomenclature code

Trade name applicable

Yes () No 6 Trade name is 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 descripfion in another language

4. To finish the action you have two options:

a.Clickot Save” to save the updated details without ¢

<

the update as “ Dr af tdndedgitiddletaiflydu@re snceytaoniaboutthe go b ac k
update.

b.Clicko* Submit new version”, if you are certain abc

Al ternatively, you can press “Cancel” to cancel

Critical warnings or contra-indications, if applicable

Yes O MNo 0 Critical warning or contra-indications are required unless unless you select the option - No
* Critical warning type: Description
Ask your pharmacist or doctor for advice before using or taking the ... ‘

o Add critical warnings or conira-indications

“ Submit new version Cance
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7.2.3 Update (Create new version) for Contaifackages
The Container Packages information can be updated independently of the rest of the data in a SPP

UDIDI.

1. Follow the steps in section 7.2 to viewecificUDIDI:

Basic UDI-DI 44444SSP_Shr_1VM

| £ Go to device management |

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

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

Container Package Information Version 1 [Currem]l Last update date: B 2021-05-17
UDI-DI code: 44444535F_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. Once inside the summary of the desired D011 click one“Cohbamaér oRack:za
the list on the left (or scroll down to the relevant section):

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

UDI-DI 44444SSP_Shr_1VM

UDI-DI data 1

Container Package Information i

3. Click on “Create new version in the Containe

Container Package Information

Wersion 1 | Last update date: B 2021-0517

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

UDI-DI: 4444433P_Shr_1VM (ICCEBBA) | Quantity per package: 10 (10)

4. Click on “Add container package” to add new i

DG SANTE



EUDAMED UmI/Devices User guide

Container package update

Container package(s)

o Add container package

- @ [Root] UDI-DI: 44444 85P_Shr_1VM (HIBCC)

o UDI-DI: 4444435P_Shr_1VM (ICCBBA) | Quantity per package: 10 {10)

Save”

5.Insert the package detailsinthepopp wi ndow and c¢lick on *
xClose
Add container package
'-.- Container package UDI-DI for UDI-DI 44444S8SP_Shr_1VM
* Issuing Entity: * Package UDI-DI code: * Quantity per package: Total number of devices
G631 v ‘ ‘ ‘ k| ] 2
7.2.4 Discard Registered Ulls
1. Follow the steps in Section 7.2 to viewesiredRegistered UBDI:
UDI-DI details management for SPP
| G0 to Basic UDI-DI management for SPP |
Filtler 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 LT Sterile It Date 15 Status State Actions

* Basic UDI-DI 44444SSP_Shr_1VM, Device Name: SPP_Shr_1, Class I, Type PP, MDR (REGULATION (EU) 2017/745 on medical devices)

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

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

4444455P_Shr_1vMm SPPP_Shr_1 2021-05-17 On the EU market @ Registered

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

997031494145675552 trade1 34234 2021-05-14 Onthe EUmarket @ Registered

© ~dd a new UDIDI

© ~dda new UDIDI

© 2dda new UDIDI

2. Once inside the summary of the desired0l , c | i ¢ k o ntop ribht ®@moe:r d” ,
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L = Ses UDI-DI(s) list (1)

Version 1 [Current] | Last update date: B 20210817

UDI-DI code: 444445SP_Shr_1VM
Issuing Entity: HIECC
L_UDI-DI from another entitv

3. The system will prompt you to confirm your wish to permanently discard the registere@IUDI
Click on “Yes” to finalise the action:

=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?

7.2.5 View historical versions for UEDI and associated entities

1. Follow the steps in sectionZ’to view a UDDIfor the SPP

2. Once inside theummary otthe desired UDDI, clickof See ver si on history”

table:
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Basic UDI-DI 202108201FS

| 4 Go to device management |

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

UDI-DI IFA3240032400 £ See UDI-DI(s) list (3) Next UDI-DI >

Version 3 [Current]ff See version history |l Last update date: B 20210024

Confainer Package Information

UDI-DI code: IFA3240032400
Issuing Entity: IFA

UDI-DI from another entity

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

Selected nomenclature codes

Code CO101010101 1.V. CANNULAS, WITH INJECTION VALVE

Trade name
Trade name applicable: No
Reference/Catalogue number: DRe223
Type of UDI-PI
Lot or Batch number: Yes
Additional product description: V3 [EN]

3. You will see a list of all previously created versions :

Basic UDI-DI 202108201FS

€ Go back to the current version

Historical version for UDI-DI IFA3240032400

Veersion 2 - Last update date: 2021-09-24 >

Version 1 - Last update date: 2021-09-24 >

4. Click on the version you wish to view to acéesdetailed summary:
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Basic UDI-DI 202108201FS

| £ Go back to the current version |

UDI-DI code:

Issuing Entity:

UDI-DI from another entity

UDI-DI from another entity (secondary) applicable:

Selected nomenclature codes

Code C0101010101 L.V. CANNULAS, WITH INJECTION VALVE

Trade name

Trade name applicable:

Reference/Catalogue number:

Type of UDI-PI
Lot or Batch number:
Additional product description:

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

UDI-DI status:

Historical version for UDI-DI IFA3240032400

Version 2 [History] - Last update date: 2021-09-24

IFA3240032400

IFA

No

No

DRe223

Yes

VZ[EN]

On the EU market

=See all version history (2)

< Previous version [v1]

You can return
corner.
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1.0n theheadermenu, clickon® Se ar ¢ h,th&n“ Wiisw"De vi ces”

Home Tasks Search & view Transmission

Actors

UDI-Dis/Devices

Certificates

Alternatively,use the option available in thdashboardcalled'Search and 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 6 interconnected modules and a public site.

Tasks
By module, consult, verify and/or manage your own and related data (managed by your acter), depending on your profile
UDI-Dis/Device User management
My Actor data 3
Register s new Basic UDHDI Assess user scosss requasts
R) Register s legacy device Mansge your users

Manage your Basic UDI-DIs | EUDAMED Dis
Manage your sctor data

Manage your device detsils
Manage your email notifications

Mschine to machine data delivery preferances

Search & View

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

B 1 B

Actors UDI-Dis/Devices Certificates

2. EUDAMEDvill display the filters available for searching in the lisDe¥ices and Systems or
Procedure Packs registered in EUDAMED:

DG SANTE



EUDAMED UmI/Devices User guide

Search for UDI-Dls

() Only enable search filters available for bulk XML download

UDI-DI code Basic UDI-DI code Status Model

| R RE d | |
Mame Trade name Applicable regulation

| | E ]

Risk class Nomenclature code Reference/Catalogue number Country

- a | | | | | “|
Scopes

MF / PR Actor ID/SRN MF / PR Name AR Actor IDISEN AR name

Results option

@ ncuce nistorical version

Search Clear search

3. Once you arbave enteredhe desiredsearcHfilters, clickon®“ S e & r. lestidsf Devices (UPI

DIs/EUDAMEIDs) and System or Procedure Packs will appear:

Showing 1 to 20 of 150 entries

UDI-DI code 1t Basic UDI-DI code It MF /PR SRN Trade name 1t Risk class

12345XYZ ++B311X1Y2Z3PP BE-PR-000000048 Class lIb 2021-03-29
19999QAAQ00Q2 ++A999JAIMETEST12N BE-PR-000000048 Class lIb 2021-03-26
12345-ivdr-class-d-ST-udi-A 12345-ivdr-class-d-ST BE-MF-000000041 Class D 2021-03-24
++A999SPPVERSIONZPMa ++A999SPPVERSION2PM BE-PR-000000062 Class | 2021-03-24
++A999SPPVERSIONYMa ++A999SPPVERSIONYM BE-PR-000000062 Class | 2021-03-24

Show | 20 entries per page

UDI-DI status.

On the EU market

On the EU market

On the EU market

On the EU market

Not intended for the EU market

4. Click on thelesiredUDIDI/EUDAMED I see a summary of the details

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
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8.1. Search andviewhistorical versions of Devices and
System or Procedure Packs

1. Follow the steps in Section 8 to search and view a device or SPP.

2. Inside the search page, fill in the desired parameters for your search, activate the result option to
include historicale r si ons and click on “Search?”:

Search for UDI-Dls

() Only enable search filiers available for bulk XML download

UDI-DI code Basic UDI-DI code Status Model
| | FE d | |
Name Trade name Applicable regulation
| | FE |
Risk class Nomenclature code Reference/Catalogue number Country
B 2 | | - -]
State Scopes
Registered v ‘ ‘ 'ou can select more than one value ‘
MF / PR SRN MF / PR Name AR SRN AR name

Results option
C) Include historical version

3. The list generated below will include the desired current-DDds well as its historical versions (if
any). Click on the version from the list you wish to view:
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UDI-DI code It Version Number Basic UDIDI code 1T MF / PR SRN Trade name It Riskclass  Date 17 UDI-Di status

232121122132 2 [Current] 223311445578899583F BE-PR-000000022 Trade_Name Class | 2021-07-07 On the EU market
D-12345-bug-testFF 1 [Current] B-12345-bug-testFF BE-MF-000000001 Class | 2021-07-05 On the EU market

IFADTOS 2 [Current] 20210T052F5 BE-MF-000000001 Class Il 2021-07-05 On the EU market

0T05HIBCC 2 [Current] 20210T051FQ BE-MF-000000001 Class llb 2021-07-05 Cn the EU market

07T05HIBCC 1 [History] 20210T051FQ BE-MF-000000001 Class llb 2021-07-05 On the EU market

IFAQTOS 1 [History] 202107052FS BE-MF-000000001 Class Il 2021-07-05 On the EU market

udid-36 1 [Current] 12345test-empty-langTC BE-MF-000000001 Class | 2021-07-05 Not intended for the EU market
test-empty-lang1 1 [Current] 12345test-empty-langTC EE-MF-000000001 trade name1 Class | 2021-07-05 Mot intended for the EU market
udid-37 1 [Current] 12345empiy-MLT-1NH EE-MF-000000001 Class | 2021-07-02 Mot intended for the EU market
uDID-1 2 [Current] 12345empty-MLT-1NH BE-MF-000000001 Clazs | 2021-07-02 Mot intended for the EU market
UDID-1 1 [History] 12345empty-MLT-1NH BE-MF-000000001 Class | 2021-07-02 Mot intended for the EU market
12123 1 [Current] 12123qqqP9 BE-MF-000000001 Class b 2021-07-01 On the EU market

cdc 1 [Current] 22222e1234566543e5L5 BE-MF-000000001 Class lIb 2021-06-28 On the EU market

cdc 1 [Current] 22222e1234566543eEG BE-MF-000000001 Class lla 2021-06-28 On the EU market

vivl 1 [Current] 22222e12345665435T BE-MF-000000001 Class llb 2021-06-28 On the EU market
1234_1234_57676 1 [Current] 12121M2121212121214K BE-MF-000000001 Extemnal Implant Class | 2021-08-22 On the EU market

11223 1 [Current] 11223qqqP5 JP-MF-000000061 Class lla 2021-06-21 On the EU market

eeee 4 [Current] 22223434444FY EE-MF-000000001 Trade_MName_v4 Class | 2021-06-21 On the EU market

eeee 3 [History] 22223434444FY BE-MF-000000001 Trade_Mame_v3 Class | 2021-06-21 On the EU market

eeee 2 [History] 22223434444FY EE-MF-000000001 Trade_MName_v2 Class | 2021-06-21 On the EU market

m

8.2. Download Devices and System or Procedure Packs
in a structure format

Note: You can only download your own device or system/procedure parck structured format.
1. Follow the steps in section 8 to search and view a device or system or procedure pack.

2. On the sealtt parameters screergnable the top filer to enable only the search criterthat can
be downloaded in an XML formatnd enteryour search criteria
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Search for UDI-Dls

o Only enable search filters available for bulk XML download -

UDI-DI code Basic UDI-DI code Status Model
I
Name Trade name Applicable regulation

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

Risk class Nomenclature code Reference/Catalogue number Country
v
State Scopes
Registered

MF / PR SRN MF / PR Name AR SRN AR name

R
3. Compl ete the search criteria you wish to
u Ty CTaUe STATCIT TICTS avanauic TUr UUIh ANV UowWinoad
UDI-Di code Basic UDI-DI code Status Mode!
Name Trade name Applicable regulation
MDR (REGULATION (EU) 2017/745 on medical devices
Risk class Nomenclature code Reference/Catalogue number Country
v

State Scopes

Registered
MF / PR SRN MF / PR Name AR SRN AR name

[
[——

4, Click on “Generate XML file?”

U

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 casevhere theseexceed the default number of results on one page)

5. A popup window will prompt you to confirm your action:
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Download

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

6. Thesystem will inform you that the action has been successful and will prompt you to take further
action. Click on “Go to Download Management " :

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?

t wnload management

Go back to Search and View Devices

7. The generated XMtesponsefile can be downloaded by clicking on it undee® Down |l oad”
column title

Download management

Filter ¥

Active filters: No selection

v entries per page

Showing 1to 1 of 1 entries Show | 20

Service it State It Request date It Download

Module It

XML [4
O Exp)

APP-DTX-000000408 John Smith UDI/Device Device download ® Failed 2021-06-10 [16:57] in 15 days

8.3. View historical versions for Basic UDI, UDIland associated
entities

1. Follow the steps in section 8td viewthe details of a Device or SPP

2. Once inside theummary othe desired UDDI, clickof See ver sion history”
which you want preview the version history: BasicDDIEUDAMED DI, UDI/EUDAMED ID ,
Market Information, Product Designer or Container Package
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< Go back to the list

| Manufacturer information
Basic UDI-DI details
UDI-DI details
Market informafion

Clinical Investigation(s)

UDI-DI 121312_Test_AR

Manufacturer information

Organisation name: Japanese MF Avd
Actor ID/SRN: JP-MF-000000081
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-contact@belgium-ar-a.com

Basic UDI-DI details
Version § [Current] Last update date: B8 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

UDI-DI details

Version 3 [Current]

applicable:

List of UDI-DIs for the Basic UDI-DI

Last update date: B 2021-08-24

UDI-DI code: 121312_Test_AR
Issuing Entity: HIBCC

UDI-DI from another entity

UDI-DI from another entity (secondary) No

Selected nomenclature codes

Code A01010199 HYPODERMIC NEEDLES - OTHERS

Trade name
Trade name applicable: Yes
Trade name: TE_BG[BG],
TMH_AR1_Croatian [HR]
Reference/Catalogue number: ref

Is the device directly marked?

Is the devire directly markerd?: Mo
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Market information

Wersion 1 [Current] | Last update date: B8 2021-08-23

Member State of the placing on the EU Belgium
market of the Device:
Member States where device is oris fo Country From To
be made available on the market: Belgium
Iceland
Ireland
Malta
Netherlands

Clinical Investigation(s)
Clinical Investigation

Clinical Investigation, if applicable: No

3.You will see a list of all previously created versions for the selected entity (we will continue the
example presenting the 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 - Last update date: 2021-09-23

Version 1 - Last update date: 2021-09-23

L A A L

4.Click on the version you wish to view to access its detailed summary:
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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) € Previous version [v2] | Next version [v4] »

| Manufacturer information

Manufacturer information
Basic UDI-DI data
Organisation name: Japanese MF Avd

Clinical Investigation Actor ID/SRN: JP-MF-000000051
List of UDI-DIs for the Basic UDI-DI Address: 1 Main Sireet 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-contaci@belgium-ar-a.com

Basic UDI-DI data

Version 3 [History] | Last update date 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

5.Inside the summary of a version, note that you can browse through the different versions via the
browsing function on the top right corner:
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Basic UDI-DI 22091test23_09EC

| £ Go back to the current version |

Historical version for Basic UDI-DI 22091test23_09EC

Version 3 [History] - Last update date: 20210922

=3See all version history (4) 4 Previous version [v2] | Next version [v4] »

Manufacturer information

Manufacturer information

Basic UDI-DI data
Organisation name: Japanese MF Av4

Clinical Investigation Actor ID/SRN: JP-MF-000000061
List of UDI-DIs for the Basic UDI-DI Address: 1 Main Sireet Tokyo
Telephone number: 213 v2

Email: public-details@japanese-mf-a.com

Authorised Representative
Organisation name: Belgium AR A v5
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 dste: 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
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Current Annex presents thmasedn which the Certificate information is required to be provided

when registering a Regulation Deviad the Certificate type required to be provided based on the
properties of the Device.

Applicable

Legislation

Risk
Class

Device Type (properties
composing the Device)

Type Examination
Certificate

Technical
Documentation
Certificate

_ EU typeexamination
MDR lIb Implantable= No certificate (Annex X)
MDR b Implantable=Yes, EU preexamination
Suture/ Staples= Yes | certificate (Annex X)
Either TE or TD Either TE or TD
required to be providec required to be
o provided
MDR b Implantable=Yes, EU fcypeexamlnatlon
Suture/ Staples= No | certificate (Annex X) EU technical
documentation
assessment certificat
(Annex IX Chapter II)
Either TE or TD Either TE or TD
required to be requiredto be
provided provided
MDR i Any L .
EU typeexamination EU technical
certificate (Annex X) documentation
assessment certificat
(Annex IX Chapter II)
Self-patienttesting= Yes EU technical
VDR B or Near Patient Testing documentation
Yes assessment certificat
(Annex IX Chapter II)
Self-patienttesting= No, | EU typeexamination
IVDR C Near Patient Testing =| certificate (Annex X)
No
Either TE or TD Either TE or TD
required to be requiredto be
Selfpatienttesting= Yes provided provided
IVDR C or Near Patient Testing . .
Yes EU typeexamination EU technical
certificate (Annex X) documentation
assessment certificat
(Annex IX Chapter II)
Any Either TE or TD Either TE or TD
IVDR D required to be required to be
provided provided
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EU typeexamination EU technical
certificate (Annex X) documentation
assessment certificats
(Annex IX Chapter II)

Color option description

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

= Certificateis required to be provided in this case. In case there is an optic
provide either a Type Examination or Technical Documentéitiome of them
is required to be provided (the Certificate type covering the Device)
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Current Annex presents thgertificate types that can besedwhen registering a Legacy Device.

Certificate types are depending on the Applicable legislation of the Device.

Applicable Certificate Type
Legislation
MDD Directive 93/42/EE 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/EC 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

IVDD Directive 98/79/EC Annex lll section 6

Directive 98/79/E@\nnex |V 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/E@nnex VIl excluding section 5

Directive 98/79/EC AnnexN\section 5

DG SANTE



