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1 Introduction

This user guide describes how manufacturers (including persons who assemble systems or procedure
packs) and their authorised representatives are able to upload, register and manage UDIs in
swissdamed.

For information regarding the Actors Module and how to use swissdamed in general, please see the
user manual: BW630 40 001e HB Handbook swissdamed User Guide Actors.

1.1 Overview
swissdamed is structured around two modules and two public search sites:
e Actors Module - Company and actor user registration and management

o UDI Devices Module - Registration and management of devices
e Public search function for actors and UDIs

2 Who is able to upload / register UDIs in swissdamed?
In order to register UDIs in swissdamed, a user has to have the “UDI Editor” user profile.

The users who are part of an actor can have different user rights and profiles. User rights and profiles
are designed to ensure that only authorised users can perform specific actions for their actor.

The different user profiles of the actors are described in the user manual BW630 40 001e HB
Handbook swissdamed User Guide Actors.

3 Upload UDIs via XML

After an approved registration of the actor, UDIs can be registered. Only manufacturers, authorised
representatives, or persons who assemble systems or procedure packs can register UDIs. Authorised
representatives must register the UDIs at the mandate level.

Users with the “UDI Editor” user profile on a manufacturer (MF), person who assembles systems or
procedure packs (PR), MF mandate or PR mandate are able to upload UDIs. There are two ways to
upload UDIs. One is via the “UDI Upload” / “UDI Management” tab (described in chapter 3.1), the other
one is directly via the actor / mandate details (described in chapter 3.2).

31 Upload via “UDI Management” or “UDI Uploads”

1. Go to the “UDI Uploads” tab via the “My UDIs” dropdown and click on the button “Upload UDIs”.
A pop-up opens.
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fsdamed Search ¥  Myactors  MyUDIs v~ Companyregistration 2 swissdamed Admin  EN

UDI Uploads

UDI uploads from the past year for the actors for which you have UDI Editor permission. Status Is updated every 15 minutes

‘ ‘ mpal al Da te All ~

Upload UDIs

2. Select the actor or mandate from the dropdown for which you want to upload UDIs. There are

only actors / mandates shown for which you have the “UDI Editor” user profile. Click “Next” to
move on with the upload.

© Select your actor x

Select the actor for whom

ant to upload or update UDIs.

:

(o | 8

Note: If there is only one actor / mandate for which you have the “UDI Editor” user profile, no
dropdown is shown, you get redirected directly to the XML Upload.

3. Enter the XML via drag and drop or click on the button “+ Choose file”.

I's Search v My actors My UDIs v Company registration 2 swissdamed Admin  EN
damed y y pany regi

UDIUploads > File upload

) Mandate (Foreign Manufacturer) (MT) (G D
File upload @

To register or update a UDI, upload an XML file (max. 100 MB) with the UDI data. Every XML file must contain a Basic UDI-DI and at least one UDI-DI assigned to it. Mandate type

Company name

Test Mandate

Mandate location

Test (AF)

Drag and drop file to upload

=+ Choosefile

4. Enter a comment if desired (this comment will not be visible to the public, only on the UDI
Uploads tab). Click on the button “Submit”.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 5/43
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Comment (optional)

Add personal comments to identify your UDI upload. This comment is visible under UDI
Uploads.

5. The XML will now be validated. To check the validation status, click on the button “Check
validation status”. If you want to upload further UDIs, click on the button “Go to UDI
Management”.

I damed Search v My actors MyUDIs v Company registration 2, swissdamed Admin  EN v

File uploaded and in validation

@ validation is ongoing. Newly uploaded UDIs remain hidden from public view until amarket status is assigned!

Go to UDI Management Check validation status

6. By clicking on “Check validation status”, you will get redirected to the “UDI Uploads” tab. There
you can see the outcome of the validation (business rules check). The validation may take some
time. A page refresh is required to see the result of the validation.

Note: An SPP can only be registered by PR actors / mandates.

3.2 Upload via registered actor / mandate

1. Go to the “Registered actors” tab via the “My actors” dropdown.
2. Open the detail view of the actor for which you want to upload UDIs by clicking on the
magnifying glass symbol.
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4 Search v My actors My UDIs v Company registration 2 swissdamed Admin  EN =
damed — ¥

Registered actors
& Refresh

View Actor type L CHRN uip Hame Address Postal code City Status Action

PR L ] CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Registered /s

3. If your actor is a manufacturer (MF) or a person who assembles systems or procedure packs
(PR) you can see the “UDI” tab directly in the actor details.

[ damed Search v My actors v My UDIs v Company regi:

2 d Ad EN v =
e sctos > Registered actordatails () (s e )
Company name Swissmedic, Schweizerisches Heilmittelinstitut
Actor details
Actor location Bern (CH)

Inactivate actor
General information Contact data PRRC Users m

Search by UDI-DI, Basic UDI-DI, Packsge UDI-DI, Secondary UDI-DI, Unit of Use DI or Direct Marking DI Far multighe D Code search, separate by space.

Al v All v 25t update date from [S] Last update date tc - All

1fyou don't know the nomenclature code, search for it here: European
Medical Device Namenclature (EMDN)

Upload UDIs | Manage UDIs

4. If you want to upload UDIs on a mandate, open the “Mandates” tab in the actor details of your
Swiss authorised representative (AR). Open the mandate details by clicking on the magnifying
glass symbol. Go to the “UDI” tab.

7 Search v My actors v My UDIs v Company registration 2 swissdamed Admin EN Vv =
damed
Registered actors > Registered actor details > Mandate details @ Authorised representative (A7) (N EENED
Company name Swissmedic, Schweizerisches Heilmittelinstitut
Actor location gern (CH
Transfer mandate I i Inactivate mandate
General information Users up!
UDI-DI / Basic UDI-D! ‘ ‘ Model / Name / Trade name
Search by UDI-DI, Basic UDI-DI, Package UDI-DI, Secondary UDI-DI, Unit of Use Dl or Direct Marking DI. For multiple DI Code search, separate by space.
l All v All v ‘ ‘ Last update date from 5] astupdate date to All .

Draft only
Reference / Catalogue number Nomenclature code

1fyou don't know the nomenclature code, search for it here: European
% : p

[EMDN)

l Upload UDIs Manage UDIs

5. Click on the button “Upload UDIs”.
6. Enter the XML via drag and drop or click on the button “+ Choose file”.
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e damed Search v My actors. My UDIs v ‘Company registration 2 swissdamed Admin  EN v

UDI Uploads > File upload

) Mandate (Foreign Manufacturer) (MT) (D
File upload @

To register or update a UDI, upload an XML file (max. 100 MB) with the UDI data. Every XML file must contain a Basic UDI-DI and at least one UDI-DI assigned to it. Mandate type e
Company name Test Mandate
Mandate location Test (AF)

Drag and drop file to upload

=+ Choosefile

7. Enter a comment if desired (this comment will not be visible to the public, only on the UDI
Upload tab). Click on the “Submit” button.

Comment (optional)

Add personal comments to identify your UDI upload. This comment is visible under UDI
Uploads.

‘ P

8. The XML will now be validated. To check the validation status, click on the button “Check
validation status”. If you want to upload any further UDIs, click on the button “Go to UDI
Management”.
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7/ Search v My actors My uDIs v Company registration A swissdamed Admin  EN v
damed y y pany regi

File uploaded and in validation

@ Validation is ongoing. Newly uploaded UDIs remain hidden from public view until a market status s assigned!

Go to UDI Management l Check validation status

9. By clicking on “Check validation status” you will get redirected to the “UDI Upload” tab. There
you can see the outcome of the validation (business rules check). The validation may take
some time. A page refresh is required to see the result of the validation.

Note: An SPP can only be registered by PR actors / mandates.

3.21 XSD / XML validation failed

If the XSD validation fails, please check the XSD version and the XML schema (the uploaded XML file
is validated against the applicable EUDAMED data exchange format definition).

3.2.2 Upload outcome: Successful

If the “Validation status” is “Successful”, your UDI Upload was successful.

7 Search v My actors My UDIs v Company registration 2 swissdamed Admin  EN v
damed y y pany regi

UDI Uploads

UDI uploads from the past year for the actors for which you have UDI Editor permission. Status is updated every 15 minutes.

Upload UDIs

56 records found:

File name Submission date CHRN / Mandate ID Actor / Mandate User Validation status Error message Comment

Successful

The uploaded UDIs are now listed under the “UDI Management” tab. They are marked as “draft” and
therefore not publicly visible. For instructions on how to register the UDIs and set the market status,
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go to chapter 4.1. You will also receive an email confirming that the upload was successful, along with
a direct link for assigning the market status.

3.23 Upload outcome: Failed

If the “Validation status” is “Failed”, your UDI Upload has failed and no UDIs were uploaded. In the
column “Error message” you can click on the symbol, in order to open the information as to why the
upload failed.

7 Search v My actors My UDIs v Company registration 2 swissdamed Admin  EN
damed ¥ —_ e o o

1l

UDI Uploads

UDI uploads from the past year for the actors for which you have UDI Editor permission. Status is updated every 15 minutes.

Upload UDIs

Submission date CHRN / Mandate ID Actor [ Mandate User Validation status Error message

Failed L]

You will also receive an email informing you that the upload has failed, along with a direct link for
viewing the error message.

The error message is built as follows:

UDI-1124: The Basic UDI-DI cannot be uploaded because an implantable device
cannot be classified as risk class I.

® Business rule No.
Basic UDI-DI
® Error description

The applied business rules can be found in the business rules document.

3.3 Update UDIs

If you need to update your UDIs, you can do so by uploading the updated XML. The process is the
same as for uploading UDIs for the first time. Please see chapter 3.1 or 3.2.

Respect the non-updatable fields and further relevant business rules. An overview of the non-
updatable fields can be found in the Data dictionary UDI Devices.

A new version of the UDI is created.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 10/43
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Note: The market status is maintained for the updated UDIs. However, any newly uploaded Package
UDI-DIs will be flagged as “draft’, even if they are added to an existing UDI-DI with an assigned market
status — the market status will not be inherited!

4 Market status

UDIs are only considered registered and are publicly accessible once the market status has been set
in swissdamed. UDIs without a market status are stored in the “UDI Management” tab and are
marked as “draft” with an orange bar. There is also an info banner, which is visible as soon as there is
at least one UDI-DI or Package UDI-DI without a market status set.

[ Search v My actors ~ My Upis ~ Company registration A swiss damed Admin  EN =
damed 4 panyree

UDI Management

you don't knaw the nomenclature code, search for it here: Europgan
Medical Device Nomenclature (EMDN)

The “UDI Editor” can individually assign a market status to UDI-DlIs and Package UDI-Dls flagged as
“draft”.

Note: UDIs marked as “draft” will not cause any fees.
4.1 Complete UDI registration

1. Go to the “UDI Management” tab via the “My UDIs” dropdown.
2. Click on the button “Complete UDI registration”.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 11743



medic

v Search v My actors v My UDIs ~ ‘Company registration A swissdamed Admin  EN
damed g == pany e

UDI Management

Enter any Di cade. For 3 multiple DI Cade search, separate by spaces.

Fyou don't Know the nomenciature code, search for It here: European
Megical Device Nomenclature (EMDNI

Check registered UDIs | | Manage UDIs manually < pload UDIs | | Editstatus 4 || (RSN E

3. Select the UDIs for which you want to set the market status to “On the market”. You can filter
the list by entering data. As default the filter “Draft only” is applied, therefore only UDIs without
a market status are shown (market status is “Not set”). It is not possible to select a Package
UDI-DI if the connected UDI-DI is not selected. Click on the button “Confirm”.

[ damed Search v My actors My UDIs v Company registration 2, swissdamed Admin EN v

Search by Basic UDI-DI, UDI-DI, Package UDI-DI, Secandary DI, Unit of Use DI or Direct Marking DI

|AH ~ Al W ‘ pdate date fron . | - All w

|AH v |‘ v ) | "‘6

Clear search Search

Cancel Confirm

Basic UDI-DI Model Name Applicable legislation Risk class Actor | Mandate (Authorised representative) CHRN / Mandate D Last update date
uDI-DI Trade name(s) Quantity of devices Market status Last update date
~ Mot set —_—
Package UDI-DI Quantity per package Calculated number of devices Market status Last update date
| Mot set L]

4. A pop up opens, where you need to acknowledge and confirm, that the registration of products
in swissdamed may result in fees at a later date.

Paid registration of UDI-DIs |

The registration of products in swissdamed may result in fees at a later date. For more details, see the
product registration site.

| acknowledge that the registration of products in swissdamed may result in fees at a later date.

5. The selected UDIs now have the market status “On the market” and are therefore publicly
visible. The initial version of the corresponding UDI is created.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 121743
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4.2 Edit status: Set status to “On the market”

If your UDIs have the market status “No longer placed on the market” you can change it to “On the
market”.

1. Go to the “UDI Management” tab via the “My UDIs” dropdown.
2. Click on the button “Edit status” and select “Set status: On the market”.

4 darmed Search v My actors v My UDIs + Company registrati 2 damed Ad EN =

UDI Management

Enter any DI code. Far a multiple DI Code search, separate by spaces

All w All v t f £ date dat Al ~

1 you don't know the namenclature code, search for it here: Euraean
Medical Device Homenclature [EMDN)

Clear search Search

Options:

1 records found:
Set status: On the market

Basic UDI-DI Model Name Applicable legislation Risk class Actor | Mandate (Authorised representative) CHRN / Mandate 1D Set status: No longer placed on the market

Discard registered UDI-Dis

3. Search and select the UDIs for which you want to set the market status to “On the market”.
You can filter the list by entering data. Click on the button “Confirm”.

Search v Myactors  MyUDIs v Company registration 2, swissdamed Admin =
damed y y pany reg EN
Search by Basic UDI-DI, UDFDI, Package UDI-DI, Secondary DI, Unit of Use DI or Direct Marking O
e ool £
All o All v ast update da T 5 ‘ ate date b & All ~
. Draf
All v efer talogue num

Clear search Search

Basic UDI-DI Model Name Applicable legislation Risk class Actor [ Mandate (Authorised representative) CHRN [ Mandate ID Last update date
View uDI-DI Trade name(s| Quantity of devices Market status Last update date
B = No longer placed on the ket o
View Package UDI-DI Quantity per package Calculated number of devices Market status Last update date

No longer placed on the market )

[ @

4. A pop up opens, where you need to acknowledge and confirm, that the registration of products
in swissdamed may result in fees at a later date.
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Paid registration of UDI-DIs i

The registration of products in swissdamed may result in fees at a later date. For more details, see the
product registration site.

| acknowledge that the registration of products in swissdamed may result in fees at a later date.

5. The selected UDIs now have the market status “On the market” and stay publicly visible. A
new version of the corresponding UDI is created.

4.3 Edit status: Set status to “No longer placed on the market”

If your UDIs have the market status “On the market” you can change it to “No longer placed on the
market”. To be able to set the status to “No longer placed on the market”, the UDIs need to have the
status “On the market” set first. It is not possible to set the status to “No longer placed on the market”
for UDIs marked as “draft”.

1. Go to the “UDI Management” tab via the “My UDIs” dropdown.
2. Click on the button “Edit status” and select “Set status: No longer placed on the market”.

4 damed Search v My actors v My UDIs + Company regi: i 2 d: 4 Ad EN v =

UDI Management

Enter any DI code. Far a multiple DI Code search, separate by spaces.

All w All v Al v

1 you don't know the namenclature code, search for it here: Euraean
Medical Device Homenclature [EMDN)

Check registered UDIs Manage UDIs manually Upload UDIs
Options:
1 records found:
Set status: On the market
Basic UDI-DI Model Name Applicable legislation Risk class Actor | Mandate (Aut CHRN { Mandate ID Set : No longer placed on the market |
Discard registered UDI-Dis
>

3. Search and select the UDIs for which you want to set the market status to “No longer placed
on the market”. You can filter the list by entering data. Click on the button “Confirm”.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 14743



medic

A swissdamed Admin  EN v =

[ Search v My actors My UDIs v Company registration
damed y y pany reg
TS n
Search by Basic UDI-DI, UDI-DI, Package UDI-DI, Secondary DI, Unit of Use Dl or Direct Marking DI.
- — Applcable egsati .
All v ‘ | All v ‘ ‘ Last update date from = ‘ ‘ Last update date to =] | ‘ All v
[ heers Draft only
Al v Reference / Catalogue number
Conee!
Basic UDI-DI Model Name Applicable legislation Risk class Actor / Mandate (Authorised representative) CHRN / Mandate ID Last update date
View UDI-DI Trade name(s) Quantity of devices Market status Last update date
v D B8 On the market o
View Package UDI-DI Quantity per package Calculated number of devices Market status Last update date
D B8 Onthe market a—

4. The selected UDIs now have the market status “No longer placed on the market” and stay
publicly visible. A new version of the corresponding UDI is created.

5 Versioning of UDI

If updates were made, the versions of the UDI are visible in the device / system or procedure pack

details.

1. Open the “UDI Management” tab via the “My UDIs” dropdown.

2. Search for the UDI
3. Open the device / system or procedure pack details by clicking on the magnifying glass in front

of the Basic UDI-DI, the UDI-DI or, if available, the Package UDI-DI.

Lrecords found:

Basic UDI-DI Model Name Applicable legislation Risk class Actor / Mandate (Authorised representative) CHRN / Mandate ID Last update date
v
View uDI-DI Trade name(s) Quantity of devices Market status Last update date
v
Market status Lastupdate date

View Package UDI-DI Quantity per package Calculated number of devices

4. Click on the “View older version” button and select the date of the version that you want to

view.
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7’ Search v My actors My UDIs v Company registration 2, swissdamed Admin N v =
damed y y pany reg €
UDI Management >  UDI details @ Manufacturer (MF) —
Company name o
UDI details
Actor location )

Actor details of manufacturer

Basic UDI-DI details Basic UDI-DI details

Certificate details

Last update date
UDI-DI details

Applicable legislation
Package UDI-DI details

Basic UDI-DI/ Issuing entity
Product original manufacturer details

System or procedure pack which is a device in itself

Special device type

& Backto UDI overview "
Risk class

Implantable

Is the device a suture, staple, dental filling, dental brace, tooth crown, screw,
wedge, plate, wire, pin, clip or connector?

Measuring function

5. A new tab opens with the version / last update date selected.

Note: This is only possible for UDIs with a set market status. UDIs marked as “draft” do not have
versions.

6 Delete draft UDIs
If there are UDIs uploaded by the actor that are still marked as “draft” and are not intended to be

registered, the “UDI Editor” can delete them. It is not possible to delete UDIs with a market status
assigned.

1. Open the “UDI Management” tab via the “My UDIs” dropdown.
2. Click on the button “Edit status” and then on “Delete draft UDIs”.

Search v Myactors v  MyUDis ~  Company registration 2, swissdamed Admin  EN v

“-damed

t pub " 1 the sta On the market™ to con e a 1o [EEEPEATGER N compiete D! registration

UDI Management

all v Al v [ 3| A v

17700 S0mrt ko e mosmamLure ode, sarch Furops
Mg )
fearsearen
heck U 0101 manually 4
& racords found:
Basic UDI D Mode Hame Anwendbares Gesetz Risiko Klasse  Akteur | Mandat (Bevollmchtigte cHRN

Discard regist

_]L‘M\ draft UDis

>

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 16743



medic

3. Select the UDIs that you want to delete. You can filter the list by entering data. As default, the
filter “Draft only” is applied, therefore only UDIs without a market status are shown.

Search ¥  Myactors  MyUDIs ¥  Company registration 2, swissdamed Admin N

Basic UDI-DI Mode Name Applicable legislation Riskclass  Actor | Mandate (Authorised representative CHRN | Mandate 1D Last update date

upi-DI Trade name(s) Quantity of devices Market status Last update date

4. Confirm the deletion by clicking on the button “Delete”.
5. The selected UDIs are deleted.

Note: 30 days after the last update of an element in draft status, it will be deleted automatically. After
20 days, a reminder email will be sent to the UDI Editor(s) of the affected actor or mandate.

7 Transfer UDIs by transferring a mandate

If a mandate is transferred and it has registered UDIs attached, both the mandate and the UDlIs will
be transferred to the new Swiss authorised representative.

The procedure for transferring a mandate is described in the user manual BW630 40 001e HB
Handbook swissdamed User Guide Actors.

8 Discard UDIs

UDI-Dls are only allowed to be discarded in case of incorrect data that can't be corrected by updating
because of business rules. Discarded items are deleted from the system, are no longer visible in the
public search and can be newly registered.

Only registered UDI-Dls can be selected. Basic UDI-Dls will be discarded by discarding all their UDI-
Dls. Package UDI-Dls are always included when discarding the UDI-DI. A UDI-DI can’t be discarded if
it is in draft status or has Package UDI-Dls in draft status. Only UDI-DIs where the market status was
set for both the UDI-DI and all its Package UDI-DIs can be discarded.

1. Open the “UDI Management” tab via the “My UDIs” dropdown.
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2. Click on the button “Edit status”, then on “Discard registered UDI-DIs”

s Search v My actors v My UDIs v Company registration 2 swissdamed Admin EN v =
damed _—
Enter any DI code. For a multiple DI Code search, separate by spaces.
All v All v on £ All v
Actor v ¢
If you don't know the nomenclature code, search for it here: European
Medical Device Nomenclature (EMDN)
e
Check registered UDIs | | Manage UDIs manually ¥ | | Upload uD!
Options:
2 records found
Set status: On the market
Basic UDI-DI Modell Name Anwendbares Gesetz Risiko Klasse Akteur [ Mandat (Bevolimichtigter CHRN / Mandat-1D Set status: No longer placed on the market
| Discard registered UDI-DIs
>

3. Select the UDIs that you want to discard. You can filter the list by entering data.

- Search v My actors v My UDis « ‘Company registration A swissdamed Admin  EN v
damed 4 = panyee

Discard registered UDIs

Select UDI-DIs to be discarded (for correction of wrong data that can't be corrected with an update). Discarded UDI-DIs are not considered registered and will no longer be publicly visible but can be uploaded / registered again.
UDI-DI / Basic UDI-DI

e ) Trad:
Search by UDI-DI, Basic UDI-DI, Package UDI-DI, Sacondary UDI-DI, Uit of Use DI or Direct Marking Dl For multple DI Code search, separats by space.

Al ~ All

v ate da ) All v
Draft only
All ~ || Refe numbe
Clearsearch
Cancel

Basic UDI-DI Model Name Applicable legislation Riskclass  Actor / Mandate [Authorised representative) CHRN / Mandate ID Last update date

View uDI-DI Trade name(s) Quantity of devices Market status Last update date

View Package UDI-DI Quantity per package Calculated number of devices Market status Last update date

4. Confirm by clicking on the button “Confirm”.
5. A pop up opens, where you need to acknowledge and confirm and enter a reason.

Discard selected UDI-DIs

Enter the reason for discarding the registered UDI-DIs.

| understand that the discard function may only be used for the correction of data submission
/ data entry errors and must not be used for changes to UDI data elements that require the
assignment of a new device identifier.

Reason
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6. The selected UDIs are discarded.
8.1 Discarded UDIs

Under “Discarded UDIs” in the “My UDIs” dropdown, you will find an overview of all discarded UDls.
You can filter the list by entering search criteria. The discarded UDIs in this list are visible only to the
UDI Editor of the respective actor or mandate.

Search ¥  Myactors ¥ MyUDIs ~  Company registration 2. swissdamed Admin  EN =

“<damed

UDI Management

Discarded UDIs UD1 Uploads
UDI-Dis can be discarded only in case of incorrect data that can't be corrected by updating because of business rules. Discarded items are deleted from the system and can be newly registered. |\
Message Company name CHRN [ Mandate ID DI Code Related Basic UDI-DI
UDI-DI discarded - Reason
Basic UDI-DI discarded - Reason
Package UDI-DI discarded - Reason
Machi Machi M2M i i f i
9 achine-to-Machine ( ) registration of devices

The technical documentation containing all information for implementing M2M registration of devices
in swissdamed is available here: BW630 40 810e PU swissdamed Machine-to-Machine REST
APl _DocumentationAPl _Documentation

Third-party Machine-to-Machine providers must be onboarded via the respective actors or mandates
for whom they are submitting data to swissdamed.

10 Online editor — Create / manage UDIs manually

The online editor provides an interface for the manual entry of Basic UDI-DI and UDI-DI information,
as well as for editing and updating existing UDI records already stored in swissdamed.

The online editor is accessible to all users who have been granted the UDI Editor permissions within a
manufacturer (MF), a person who assembles systems or procedure packs (PR), or a MF/PR
mandate.

The applied business rules can be found in the business rules document. The data dictionary

specifies which data elements are mandatory for swissdamed, which elements can be updated and
what type of data is required for each specific data element.
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10.1 Open the online editor

1. Log in to go via the “My UDIs” dropdown to “UDI Management”. Click on the button “Manage
UDIs manually”. Click on the button “Create new Basic UDI-DI” if you want to create a
regulation device. Click on the button “Create new legacy device” if you want to create a
device under the former legislation.

[ damed Search v My actors v My UDIs ~ Company fegistration 2., swissdamed Admin EN v =
upi
UDI Management UDI Uptoads

- Discarded UDIs

Enter any DI code. For a multiple DI Code search, separate by spaces.

o Search v My actors ¥ My UDIs + Company registration A2, swissdamed Admin  EN =
damed Y - pany reg
UDI Management
Enter any Bl code. For a multiple DI Code search, separate by spaces.
All ~| | A u Al v
o v
1Fyou don't know the nomenclature code, search for it ere: European
Medical Device Momenclature (EMDN]
Check registered UDIs | | Manage UDIsmanually ¥ | | UploaduDis | | Editstatus -
Manage UDIs manually:
1 records found: Create new Basic UDI-D|
Basic UDI-DI Model Name Applicable legislation Risk class Actor / Mandate (Authorised representative) cHRN /Y Create newlegacy device Lodate date Action
Manage UDIsin progress
> 2026 ]

2. Select the actor or mandate from the dropdown for which you want to register UDIs. Only
actors / mandates for which you have the “UDI Editor” user profile are shown. Click “Next” to
move on with the registration.

| Select your actor X

Select the actor for whom you want to create a Basic UDI-DI and UDI-DI

Note: If there is only one actor / mandate for which you have the “UDI Editor” user profile, no
dropdown is shown, you get redirected directly to the online editor.

10.2 Enter Basic UDI-DI details

Note: The following steps show the process for an MDR, Class | device. This is only used as
an example.
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1. Select the applicable legislation. After selecting the applicable legislation, the input fields
expand accordingly.

2. Enter the Basic UDI-DI. The format of the Basic UDI-DI structure will be checked against the
format structure according to the selected issuing entity.

3. Select the issuing entity.

4. Enter the SRN of the manufacturer. For companies that are not registered in EUDAMED, and
therefore don't have an SRN, “NA” can be entered. The SRN field is a non-updatable field and
can therefore not be changed after submission.

£ damed Search v My actors v My UDIs Company registration 2, swissdamed Admin  EN =

> Create new Basic UDI-DI and UDI-DI

. wanufacturer (vF) (D
Create new Basic UDI-DI and UDI-DI @ v

er the data of the first UDI-DI. Note that there must be at least one UDI-DI assigned in order to register a Basic UDI-DI Company name

r saving the Basic UDI-DI data, you can en

Actor location Bern (C

Basic UDI-DI details Basic UDI-DI details

Enter the SRN of manufacturer. If there is no SRM available, enter “NA®.

5. Complete the remaining information for the Basic UDI-DI (fields marked with a “*” are
required). Click on “Validate Basic UDI-DI”.

Special devica type * v

Fiskclass y ‘

Special device type “Orthopedic” is no longer valid and should not be used, except it can't be avoided due to association with a Basic UDI-DI that existed
before the special device type became invalid in EUDAMED. *

teasuring function Reusable surgical instrumen
’/ Yes No ‘ ’/ Yes No ‘

1s di d
Yes No ‘

Device name or device model field is required

Tissues and cells

esence of human tissues or cells or their derivatives ™ resence of animal tissues or cells o their derivatives ™
’/ Yes No ‘ ’/ Yes No ‘

Validate Basic UDI-DI
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After clicking “Validate Basic UDI-DI,” the entered Basic UDI-DI data is validated. If required fields are
missing or if any data is entered in the wrong format, an error message is displayed. If validation is
successful, a success message is shown and the fields for the UDI-DI data appear.

10.3 Enter UDI-DI details

1. Enter the UDI-DI. The format of the UDI-DI structure will be checked against the format
structure according to the selected issuing entity.

2. Enter the nomenclature code of the UDI-DI. If you don’t know the nomenclature code, search
for it here: European Medical Device Nomenclature (EMDN).

3. Complete the other fields if applicable.

UDI-DI details

upI-DI* ‘ ‘ Issuing entity * v ‘

Related legacy device ‘ ‘ Issuing entity v ‘

Secondary UDI-DI (from another issuing entity) ‘ ‘ Issuing entity v ‘

— Nome

@ Ifyou don’t know the nomenclature code, search for it here: European Medical Device Nomenclature (EMDN)

‘ Nomenclature code *

| =+ Add nomenclature codes

4. Enter a trade name if applicable. The order in which the trade names are provided is important
- the first trade name provided in the selected user language will be shown in the search
results. If no trade name is provided in the selected user language, the first trade name
provided is shown. Only trade names with the languages DE, EN, FR, IT and ALL can be
saved in swissdamed. ALL can be used if the trade name is a name that is used identically in
every language.

@ The order in which the trade name(s) are provided is important - the first trade name provided in the selected user language will be shown, if there is no trade name provided in the selected user language, the first trade
name provided is shown.

+ Add trade name

5. Enter the reference / catalogue number.

6. Enter the quantity of device.

7. Enter the type of UDI-PI by selecting the corresponding checkbox.
8. Complete the other fields if applicable.
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7 4 7
Reference / Catalogue number ™ ]
I Direct marking DI ] Issuing entity ™ ]
Quantity of device * ]
Unit of Use DI ] Issuing entity A ]
(—Typeof UDI-PI* *

Lot or batch number
Serial number
Manufacturing date
Expiration date
Software identification

— Additional product description

i + Add additional product description

URL for additional information

9. Add clinical sizes if applicable.

Clinical sizes

+ Add aclinical size

10. Select a reuse information
11. Click on the applicable radio buttons (fields marked with a “*” are required).

Reuse Information *
Labelled as single use

Maximum number of reuses defined

Maximum number of reuses undefined

‘Maximum number of reuses defined' is to be used for devices where based on clinical evidence and as a result of
the risk management process, a manufacturer has demonstrated a8 maximum number of reuses, which should
not be surpassed (MDCG 2018-1).

Need for sterilisation before use *
( Yes No
Devicelabelled as sterile * Containing latex
( Yes No ‘ ( Yes No

12. Add storage and handling conditions if applicable.
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Storage and handling conditions

[ + Add storage/handling condition

13. Add critical warnings or contra-indications if applicable.

Critical warnings or contra-indications

[ =+ Add a critical warning or a contraindication

14. Select the intended purpose other than medical (Annex XVI) if applicable.

— Intended purpose other than medical (Annex XV
Contact lenses
Products intended to be totally or partially introduced into the human body
Substances, combinations of substances, or items intended for filling by injection
Equipment to be used to reduce, remove or destroy adipose tissue
High intensity electromagnetic radiation

Brain electrostimulation

15. Add CMR / Endocrine-disrupting substances if applicable.

CMR [ Endocrine-disrupting substances

Echa database

Carcinogenic, mutagenic or toxic to reproduction (CMR) substances of category 1A or 1B

+ Add a CMR substance

Substances with endocrine-disrupting properties

l + Add an endocrine-disrupting substance
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16. Click on the applicable radio button. Enter either the SRN or the full contact data if the device
is designed and manufactured by another legal or natural person.

Product original manufacturer

Please enter either the SRN or the full contact data if the device is designed and manufactured
by another legal or natural person

Add your product original manufacturer data if applicable *
Don’t add product original manufacturer data
Add SRN of preduct original manufacturer

Add full contact data of product original manufacturer

After clicking on the “Save” button, the devices are stored in the “Manage UDIs in progress” overview.
The entered UDI-DI data is validated. If any data is entered with the wrong format, an error message

is displayed. If mandatory fields are missing, no error message is shown and the submit button is not
clickable. The missing fields are outlined in red.

If validation is successful, a success message is shown and the submit button is clickable.

Search ¥  Myactors ¥  MyUDIs v Company registration 2, swissdamed Admin  EN =

7-damed

Basic UDI-DI details

UDI-DI details
Package UDI-Di details Product original manufacturer

Please enter either the SRN or the full contact data if the device is designed and manufactured by another legal or natural
person

(®) Don'tadd product original manufacturer data
Add SRN of product original manufacturer

Add full contact data of product original manufacturer

Package UDI-DI details

©2024 Swissmedic | Termsof use Actov Faatures. o o @ o e @ @

After clicking on the “Submit” button, the device is submitted in status “Draft”. A market status must be
assigned. UDIs remain hidden from public view and are not considered registered until a market
status has been assigned. See chapter 4 “Fehler! Verweisquelle konnte nicht gefunden werden.”
for more information about setting a market status.
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Search v Myactors v

MyuDis v Company regi

" + Add an endocrine-disrupting substance

UDI-DI details

Package UDI-DI details Product original manufacturer

person

(®) Don't add product original manufacturer data
Add SRN of product original manufacturer

Add full contact data of product original manufacturer

Package UDI-DI details

Add Package UDI-DI

©2024 Swissmedic | Termsofuse

Please enter either the SRN or the ful| contact data if the device is designed and manufactured by another legal or natural

| foneel

000000

Note: Package UDI-DIs can be entered at the same time as the UDI-DI or added later; see chapter
10.5 “Add Package UDI-DI to existing UDI-DI” for more details.

10.4 Add UDI-DI to existing Basic UDI-DI

Click on “My UDIs”, then on “UDI Management”. Search for the Basic UDI-DI for which you want to

add a UDI-DI. Click on the plus symbol.

o

1 records found:

Basic UDI-DI Model Name Applicable legislation

View uDI-DI Trade name

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026

Risk class

Quantity of devices

1T you don't know the nomenclature cade, search for it here: European
I

[EMDN|

Actor | Mandate (Authorised representative)

Market status

< Search v My actors ~ My UDIs ~ Company registration 2 swissdamed Admin  EN W =
damed v _— panyes
UDI Management
Enter any DI code. For a multiple DI Code search, separate by spaces.
All ~ All ~ date da ] late (=] All ~
o
Actor ~ Referer talogu Nomenclature code

Check registered UDIs | | ManageUDIs manually & | | Upload UDIs

Edit status |

CHRN / Mandate ID

Last update date

Last update date

Action

Actian

(]
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Enter the UDI-DI data accordingly. Click on “Save” and then on “submit”.

I Search v My actors v My UDIs v Company registration 2, swissdamed Admin  EN v =
damed v v
. Product original manufacturer
Basic UDI-DI details
UDI-DI details
Please enter either the SRN or the full contact data if the device is designed and manufactured by another legal or natural
person
Package UDI-DI details
(®) Don't add product original manufacturer data
‘Add SRN of product original manufacturer
Add full contact data of product original manufacturer
Package UDI-DI details
Add Package UDI-DI
Package UDI-DI | Issuing entity Quantity per package Calculated number of devices Market status Last update date Action
e o

©2024 Swissmedic | Termsofuse Active Features. 0 0 @ o ° @ @

After a UDI-DI has been added, it appears with the status “Draft.” A market status must be assigned.
UDIs remain hidden from public view and are not considered registered until a market status has
been assigned. See chapter 4 “Market status” for more information about setting a market status.

10.5 Add Package UDI-DI to existing UDI-DI

Click on “My UDIs”, then on “UDI Management”. Search for the UDI-DI for which you want to add a
Package UDI-DI. Click on the pencil icon.

L Search v My actors ~ My UDIs ~ Company registration 2 swissdamed Admin  EN W =
damed v _— panyres
UDI Management
ey 1 . For 3l G search,searae By e
All v All v ast update date from =] ast update date to (=] Al v
Draft only

Actors w Reference | Catalogue number Nomenclature ¢

you don't know the Romenclature code, search for it here: European
Medical Device Homenclature [EMDN]

Clear search Search

Check registered UDIs | | Manage uDIs manually - | | Uploadubis | | Editstatus 4
1 records found:
Basic UDI-DI Model MName Applicable legislation Risk class Actor / Mandate (Authorised representative) CHRN [ Mandate ID Last update date Action
~ °
View uDI-DI Trade name Quantity of devices Market status Last update date Action

Click on the button “Add Package UDI-DI”.

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026 27143



/ / 7 / / /
/’ : / / Vir = / G
swissmedic P o~ P~ N
7 /'/ // f/ / // / r/
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+ Add an endocrine-disrupting substance

Basic UDI-DI details

UDI-DI details
Product original manufacturer

Package UDI-DI details
Please enter either the SRN or the full contact data if the device is designed and manufactured by another lagal or natural
person

Ak your splica
(®) Don't add product original manufacturer data

Add SRN of product original manufacturer
Add full contact data of product original manufacturer

Package UDI-DI details

Terms of use Active Features.

©2024 Swissmedic

000000

Enter the Package UDI-DI data and click on the “Add Package UDI-DI” button

Package UDI-DI details

Package UDI-DI * | Issuing entity *

Quantity per package *

If you want to add a Package UDI-DI to an existing Package UDI-DI, click on the plus symbol. If you

want to remove a Package UDI-DI, click on the minus symbol.

Search v Myactors v

MyUDIs v

Company EN

w-damed

Product original manufacturer

Basic UDI-DI details
UDI-DI details

Please enter either the SRN or the full contact data if the device is designed and manufactured by another legal or natural
person
Package UDI-DI details

A your sifapplica
(®) Don't add product original manufacturer data
‘Add SRN of product original manufacturer
‘Add full contact data of product original manufacturer

Package UDI-DI details

Package UDI-DI / Issuing entity Quantity per package Calculated number of devices

Action

Market status Last update date

©2024 Swissmedic | Termsofuse | Actveresturss
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Click “Save” and click on the “Submit” button to submit the Package UDI-DI.

Search v My actors v My UDIs v Company registration 2, swissdamed Admin  EN

“<damed

. Product original manufacturer
Basic UDI-DI details

UDI-DI details
Please enter either the SRN or the full contact data if the device is designed and manufactured by another legal or natural
person

Package UDI-DI details

(®) Don't add product original manufacturer data
‘Add SRN of product original manufacturer
Add full cantact data of product original manufacturer

Package UDI-DI details

Add Package UDI-DI

Package UDI-DI / Issuing entity Quantity per package Calculated number of devices Market status Last update date Action

0000000

©2024 Swissmedic | Termsofuse Active Features.

After a Package UDI-DI has been added, it appears with the status “Draft.” A market status must be
assigned. UDIs remain hidden from public view and are not considered registered until a market
status has been assigned. See chapter 4 “Market status” for more information about setting a market

status.

Note: A Package UDI-DI can only be added to UDI-DlIs with the status «On the market” or “No longer
placed on the market”.

10.6 Edit UDI-DI

Click on “My UDIs”, then on “UDI Management”. Search for the UDI-DI that you want to edit. Click on
the pencil icon.

4 Search v My actors My UDIs ~ Company registration 2, swissdamed Admin  EN v =
damed v - pany reg
Enter any DI code. For a multiple DI Code search, separate by spaces.
Al ~ | | an v Last update date from <) t & [ an ~
Actor ~ y ta Nomenclature
1Ty don't know the nomenclature code, search for t here: European
IEMDH)
Check registered UDIs | | ManageUDIs manually & | | Uploadubis | | Editstatus
1 records found:
Basic UDI-DI Model Hame Applicable legislation Risk class Actor / Mandate (Authorised representative) CHRN / Mandate ID Last update date Action
~ °
View uDI-DI Trade name Quantity of devices Market status Last update date Action
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Edit the desired and updatable field(s), click “Save” and click on “Submit”.

Search ¥ My actors v My UDIs v Company regi: 2, swi Ad EN v =

“<damed

. . Product original manufacturer
Basic UDI-DI details

UDI-DI details
Please enter either the SRN or the full contact data if the device is designed and manufactured by another legal or natural

person
Package UDI-DI details

(® Don't add product original manufacturer data
‘Add SRN of product original manufacturer
Add full contact data of product original manufacturer

Package UDI-DI details

Add Package UDI-DI

Package UDI-DI / Issuing entity Quantity per package Calculated number of devices Market status Last update date Action

el

©2024 Swissmedic | Termsofuse Active Foatures. o 0 @ o e @ @

Note: Editing UDI-DlIs is possible if the UDI-DI is in the status “Draft’, “On the market” or “No longer
placed on the market”. Changes are always subject to the non-updatable fields. The non-updatable
fields are described in the Data Dictionary.

10.7 Manage UDIs in progress

Devices that were saved without being submitted are stored under “My UDIs”, “UDI Management”,
“Manage UDIs manually”, “Manage UDIs in progress” and can be edited at any time.

/’ ~ ~ My UDIs = =
damed Search My actors y Company fegistration swissdamed Admin  EN
upi
UDI Management T UbiUpleads

Discarded UDIs
UDI-DI/ Basic UDI-D Model / Name / Trade name

Enter any Dl code. For a multiple DI Code search, separate by spaces,

e search My actors v MyUDIs Company registrati A swi dmin - EN v =
damed v - pan
UDI-DI / Basic UDI-Di Madel | Name / Trade n:
Enter any Dl code. For a multiple DI Code search, separate by spaces.
All v Al v st update date from =) ast update date ta =ARE ~
Dral
Actors ~ | | Reference/ Catalogue numbe Nomenclature code
i yau dont knowt ,search for it
Medical Device Nomenclature (EMON)
Check registered UDIs | | Manage UDIs manually & | | Upload UDis | | Editstatus 4
Manage UDIs manually:
records found:
1 records found Create new Basic UDI-DI
Basic UDI-DI Model Name Applicable legislation Risk class Actor | Mandate (Authorised representative) CHRN v Create new legacy device pdate date Action
> L]
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From here, the device can be further edited by clicking on the pencil icon.

/ Search v My actors v MyUDIs v Company registration 2, swissdamed Admin  EN
damed y ¥ pany reg|

> Manage UDI-DIs in progress

Manage UDI-Dls in progress
This is the list of manually created UDI-DIs that have not been submitted or have failed validation. You can edit and submit them here. Once validated successfully, they will appear on the

||||||

In progress 24.00.2026

02024 Swissmedic | Tomsofse | ramraaums 00000060

11 Master UDI-DI

According to Art. 17 MedDO and Annex VI Part C Section 6.6 MDR ((EU) 2017/745), the following
highly individualised devices require a Master UDI-DI:

- Standard soft contact lenses

- Rigid gas permeable contact lenses

- Made-to-order soft contact lenses

- Made-to-order rigid gas permeable contact lenses
- Spectacle frames

- Spectacle lenses

- Ready-to-wear reading spectacles

Contact lenses must be registered in swissdamed with the Master UDI-DI starting 9 November 2026.

Spectacle frames, spectacle lenses and ready-to-wear reading spectacles must be registered in
swissdamed with the Master UDI-DI starting 1 November 2028.

Devices that require a Master UDI-DI can be uploaded to swissdamed by Swiss manufacturers (MF),
authorised representatives (AR) and foreign manufacturers with a mandate (MT). A UDI Editor role is
required for uploading. Master UDI-DI can be uploaded via XML file upload, Machine-to-Machine
(M2M) and by manual input in the online editor.
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11 Manual entry of Master UDI-DI in the online editor
11.1.1 Special device type

If you select one of the following special device types a Master UDI-DI is required:

I Special device type I

MDR software

Standard soft contact lenses
Rigid gas permeable contact lenses
Made-to-order soft contact lenses

Made-to-order rigid gas permeable contact lenses

11.1.2 Issuing Entities - Structure of the Master UDI-DI

GS1:

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

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

General specifications of GS1 can be found here: GS1 General Specifications - Standards | GS1

HIBCC:
The structure of the Master UDI-DI must comply with the specifications of HIBCC: HIBCC — Setting
Safer Standards.

IFA:
The structure of the Master UDI-DI must comply with the specifications of IFA: ifaffm.de/en/ifa-
codingsystem/udi/udi_issuing_entity.html

Note: GS1, HIBCC, and IFA are available as issuing entities. ICCBBA is not accepted, as they do not
assign Master UDI-DI.

11.1.3 Reference / Catalogue number

For a Master UDI-DI, if there are multiple Reference/Catalogue numbers, you may enter "many" as the
value.

11.1.4 Quantity of device

For a Master UDI-DI, indicate the maximum number of devices for the Quantity of device. When creating a
new version of a Master UDI-DI, the Quantity of device field is editable, whereas for the UDI-DI, it is not.
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11.1.5 Intended purpose other than medical (Annex XVI)

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

11.1.6 Package Master UDI-DI

When creating a new version of a Package Master UDI-DI, the maximum quantity per package field is
editable, whereas for the Package UDI-DI, it is not.

12 Legacy devices

Legacy devices were placed on the market in accordance with the former European Directives MDD
(93/42/EEC), AIMDD (90/385/EEC) or IVDD (98/79/EC) and may continue to be placed on the
market or put into service during a transitional period after the entry into force of the European
Regulations 2017/745 (EU-MDR) or 2017/476 (EU-IVDR), in accordance with Art. 101 MedDO and
Art. 82 IvDO.

Like regulation devices, legacy devices are subject to the registration obligation in swissdamed.

Legacy devices do not need to be registered if ‘the same device’ is already registered as

a regulation device, unless there is a vigilance case for the legacy device but not for the regulation
device. In this context, the same device’ means that regulation device and legacy device have the
same identification such as UDI-DI, and/or catalogue/reference number and/or trade name.

Note: devices with changes for the regulation device, which would lead to the assignment of a new
UDI-DI are not considered as ‘the same device’.

In case a legacy device has already been registered in swissdamed and that same device becomes
EU-MDR compliant, the MDR device requires a new registration with a Basic UDI-DI and UDI-DI in
swissdamed (due to the change in the applicable legislation).

For legacy devices the device identifiers EUDAMED DI (the equivalent of the Basic UDI-DI) and
EUDAMED ID (the equivalent of the UDI-DI in case no UDI-DI has been assigned) are to be used in
swissdamed.

12.1 Legacy device identifiers
12.1.1 EUDAMED DI

The EUDAMED DI corresponds to the Basic UDI-DI. It can either be generated using the UDI-DI if a
UDI-DI 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 DlI.
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12.1.2 EUDAMED ID

The EUDAMED ID corresponds to the UDI-DI. In case a UDI-DI has not been assigned, the
EUDAMED ID will be generated based on the EUDAMED DI. The EUDAMED ID is a virtual device
identifier existing to keep the structure and format for device registration homogeneous.

The registration of a EUDAMED DI must always be accompanied by a EUDAMED ID or a UDI-DI.
The relationship between the EUDAMED DI and a EUDAMED ID is one to one.

12.2 Generation of EUDAMED DI and EUDAMED ID

The rules for the assignment are that EUDAMED DI start with the prefix "B-", where EUDAMED ID will
start with prefix "D-" (only difference between EUDAMED DI and EUDAMED ID). Beside this first
character, the EUDAMED DV/ID will include a ‘manufacturer’s unique reference’ and a check digit.

For further information on the EUDAMED DI format, refer to Format of the Unique Device Identifiers
for the Legacy Devices.

12.21 Legacy device when a UDI-DI exists

In order to generate the EUDAMED DI from the UDI-DI, the character B- is placed in front of the UDI-
DI

Example EUDAMED DI UDI-DI

Legacy device B-12345202601293 12345202601293

12.2.2 Legacy device when a UDI-DI does not exist

When the manufacturer does not have a UDI-DI assigned for a legacy device, they will have to assign
a EUDAMED DI and EUDAMED ID.

Example EUDAMED DI EUDAMED ID
Legacy device B-2026EX0612KH D-2026EX0612KH
12.3 Registering a legacy device in swissdamed

The registration of a legacy device in swissdamed can be done by using the same methods already
described for a regulation device (XML upload, M2M and online editor).

12.4 Link between regulation and legacy devices

In swissdamed, a link can be established between:

e alegacy device and
e aregulation device

This link reflects the product’s regulatory continuity, i.e. the continuity of the same product across
different regulatory frameworks (transition from legacy directives to MDR/IVDR).

The link is displayed in swissdamed:
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e in the device details view of the regulation device as “related legacy device”, and
e in the device details view of the legacy device as “related regulation device”.

13 Check registered UDIs

Users with the “UDI Editor” user profile can enter UDI-DIs, EUDAMED IDs or Package UDI-Dls to
check which UDIs have already been registered.

1. Go to “UDI Management” via the “My UDIs” dropdown.

%sdamed Search v Myactors v Company registration 2 swissdamed Admin  EN v =
. 1
] vormenegemen ]

swissdamed - swiss database on medical devices UDI Uploads

%) support / technical documentation
swissdamed is 2 centralized public database providing traceability of medical devices and in vitro diagnostic medical devices. The database is designed to increase transparency, benefitting the pu  Discarded UDIs
health care professionals alike.

UDI Linking
1
H ] H ”
2. Click on “Check registered UDIs”.
' damed Search v My actors My UDIs « Compan; i kX damed Admin  EN =
UDI Management
All w All v t update from . ast | ate b = All
All ~
1f you don't knor nelature code, search for it here: European
are M)
M, ly 4 pload UDIs Edi +

3. Select the actor or mandate from the dropdown for which you want to check registered UDIs.
Only actors / mandates for which you have the “UDI Editor” user profile are shown. Click
“Next” to proceed with the check.

Select your actor x

Select the actor or mandate for which you want to check registered UDIs

=

Note: If there is only one actor / mandate for which you have the “UDI Editor” user profile, you will be
redirected directly to the “Check registered UDIs” page.

4. Enter a space-separated list of UDI-DIs, EUDAMED IDs or Package UDI-Dls to check whether
they have been registered by your actor or mandate and click “Check”.
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t > Checkregistered UDIs

Check registered UDIs

Enter a list of UDI-DI, EUDAMED ID or Package UDI-DI separated by spaces to check whether they are registered by your actor or mandate.

swissdamed then shows which DI codes were not found, which were registered by another actor or
mandate, and which are still in “Draft” status and have therefore not yet been fully registered.

14 UDI-DI linking as importer

According to Art. 53 para. 4 MedDO in conjunction with Art. 13 para. 4 EU-MDR and according to Art.
46 para. 4 lvDO in conjunction with Art. 13 para. 4 EU-IVDR, importers are obliged to add their own
details to a registered device that they place on the market.

These details are not added through device registration, but by linking the importer (actor) to the
corresponding device in swissdamed.

This linkage is based on the UDI-DI and is only possible if the device has already been registered

in swissdamed by the authorised representative (AR), foreign manufacturer, or foreign person who
assembles systems and procedure packs.

Important: Importers do not register any devices in swissdamed themselves. They merely link

their actor registration with UDI-Dls that have already been registered in swissdamed (with the status
"On the market").

Importers do not incur any costs for this linkage.

14.1 Search for linked UDI-DIs

Under “My UDIs”, “UDI Linking”, you can use the search fields to search for UDIs that are linked to
your importer.

Search v  Myactors v | MyuUDis v | Company registration 9 swissdamedAdmin  EN v

UDI Management

“-damed

swissdamed - swiss database on medical devices UDI Uploads L
!} Support [ technical documentation

s a centralized providi ity of medical devices and invitro diagnostic medical devices. The database is designed to increase transparency, benefitting the pu  Discarded UDIs

i i
health care professionals alike,
UDI Linking
Fnd relevant documents ar

SIS Technical documentation

The “Actors” dropdown shows all importers for which you have the “UDI Linker” user profile. One
importer is already preselected.
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[ damed Search v My actors ¥ My UDIs ~ Company registration 2, swissdamed Admin  EN =
UDI Linking
All v AI\. hd All ~
Swissmedic, Schweizerisches Heilmittelinstitut - (NP < umbe
If you have the “UDI Linker” user profile for multiple importers, you can remove the preselected
importer by clicking on the cross and then select the desired importer from the dropdown.
4 damed Search v My actors v My UDIs ~ Company registration 2, swissdamed Admin EN v =
UDI Linking
AI\ e AI\. v All ~
Swissmedic, Schweizerisches Heilmittelinstitut - ( A AANEEENNND | < - mbe
Clear search
14.2 Link UDI-DlIs
1. Go to “UDI Linking” via the “My UDIs” dropdown.
L damed Search v My actors ~ Company registration 2, swissdamed Admin  EN =

swissdamed - swiss database on medical devices

swissdamed is a centralized public database providing traceability of medical devices
health care professionals alike.

2. Click on “Link UDI-DIs”.

and in vitro diagnostic medical device:

5. The database is designed ta increase tran:

sparen

UDI Management

UDI Uploads
’j Support / technical documentation

icy, benefitting the pu  Discarded UDIs

UDI Linking
n:

[CICPERERSE T=chnical documentation

< Search v My actors My UDiIs ~ Company registration 2 swissdamed Admin  EN v =
damed 4 -— panyreg

UDI Linking
DI-DI f Basic UDI-DI

Enter amy Dl code. Far a multsle DI Code search, separate by spaces.

Al v All v All ~

Swissmedic, Schweizerisches Heilmittelinstitut - (S D < - umbe

G search o (EMDN]

Unlink UDI-DIs Bulk link UDI-DIs

3. Select the importer from the dropdown to which you want to link UDI-Dls. Only importers for
which you have the “UDI Linker” user profile are shown. Click “Next” to proceed with the

linking.
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Note: If there is only one importer for which you have the “UDI Linker” user profile, you will be
redirected directly to the “UDI Linking” page.

4. Use the search fields to search for the UDI-Dls that you want to link. In the “UDI-DI / Basic
UDI-DI” field, you can search for multiple UDI-Dls. Separate the individual DI codes with a

space.

Search v Myactors v MyUbls v  Company registration 2, swissdamed Admin  EN v =

*<damed

Link UDI-DIs @ moorerim) CEEE——

Link UDI-DIs to importer

ompa

Select UDI-DIs that you import into Switzerland / Liechtenstein to link them to your importer

Enter any i code, For a multiple DI Code seord
All ~

Al ~ Al

o ”'

5. The search results are displayed below the search fields. Select the desired UDI-Dls by
clicking on the corresponding checkboxes. Click “Select all” to select all UDI-Dls. The “Linked”
column in the search results also shows whether a UDI-DI is already linked to the selected

importer. Click “Confirm” to link the selected UDI-Dls.

’ Search v My actors v My UDIs ~ Company registration 5 swissdamedAdmin  EN =
damed &
TR UDTDTS TUTPOTTET
Select UDI-Dis that you import into Switzerland / Liechtenstein ta link them to your importer tor location E
Enter any Di code., Far a multiple DI Code search, separate by spaces.
o .

All ~ All

Ifyou den't know the nomenclature cose, search for it here: European Medical Device Nomenclature (EMDN)

o [
Cance Confirm

3 recards found:

View Linked UDI-DI Trade name Quantity per package Market status Last update date
E No . ]
6. The linked UDI-DIs are then displayed under “My UDIs”, “UDI Linking”.
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P damed Search v My actors v My UDIs ~ Company registration 2, swissdamed Admin ~ EN

UDI Management
uDlI Linking UDI Uploads
Discarded UDIs

Enter any DI code, For a multipl Dl Code ssarch, saparate by spaces. Ik

All ~ Al ~ All

Swissmedic, Schweizerisches Heilmittelinstitut - CHRN-IM-20024413 - Bern [CH X v ference / Catalogue Homenclaty i

1 you don't knaw the nomenclature code, search for it here; Eurapean Medical Device Nomenclature (EMON)

Unlink UDI-DIs Bulklink UDI-DIs | | Link UDI-DIs
13 records found:
Basic UDI-DI { Issuing entity Model Name Applicable legislation  Riskclass  Actor / Mandate [Authorised representative CHRN | Mandate ID Last update date
~
View uDI-DI Trade name Quantity per package Market status Last update date

~

14.3 Bulk link UDI-DIs

The “Bulk link” function is intended for importers who want to link a large number of UDI-Dls at once.

1. Go to “UDI Linking” via the “My UDIs” dropdown.

- Search v My actors v My UDIs v Company registration 2, swissdamed Admin EN ~ =
damed 4 Lo

UDI Management

swissdamed - swiss database on medical devices UDI Uploads

’) Support / technical documentation
swissdamed is a centralized public database providing traceability of medical devices and in vitro diagnostic medical devices. The database is designed ta increase transparency, benefitting the pu  Discarded UDIs

health care professionals alike.
UDI Linking

Tind relevant documents and information about swissd

[CICPERERSE T=chnical documentation

2. Click on “Bulk link UDI-DIs”.

4 Search v My actors v My UDIs ~ Company registration 2, swissdamed Admin EN v
damed —_—

UDI Linking

Enter any Di code, For a multiple DI Code search, separate by spaces,

All ~ All v All v

Swissmedic, Schweizerisches Heilmittelinstitut (TS < -

Ifyou don't know the nomenclature core, search for it here; European Medical Device Hemenclature (EMDN)

Unlink UDI-DIs Link UDI-DIs

3. Enter a space-separated list of UDI-DIs or EUDAMED IDs in the text field and click “Check”.
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7-damed

EN v

Bulk link UDI-DIs

Bulk link a list of UDI-DIs at once

Enter up to 1000 UDI-DI or EUDAMED ID codes separated by spaces ta link them to your importer. If a code exists for both a regulation and a legacy device, bath will be linked since they refer to the same device.

Company nameSwissmedi

Actor location

@ importer(m) L]

concel

4. If UDI-DIs or EUDAMED IDs that can be linked are found, they are displayed.

5. Click on “Copy linkable UDI-DIs” to copy the DI codes to the clipboard. You can then paste the

content elsewhere using Ctrl + V.

/ - v v i ° i v =
damed Search My actars My UDIs Company registration 2, swissdamed Admin  EN =
O I e oo oy w pOTrET™Y
Bulk link a list of UDI-DIs at once Company nameSwissmedic, Schweizerisches Heilmittelinstitut
Actor location pern (ct

Enter up to 1000 UDI-DI or EUDAMED ID codes separated by spaces to link them to your importer. If a code exists for both a regulation and a legacy device, both will be linked since they refer to the same device.

& Editlist

Cannot be linked

The following UDI-Dis / EUDAMED IDs cannot be linked for the stated reason. You can either edit your list, or proceed with linking the other entered UDI-Dis / EUDAMED IDs

No UDI-DI | EUDAMED ID with this code was found

Can be linked

4 linkable UDI-DIs / EUDAMED IDs were found and can now be linked

Copy unlinkable UDI-DIs ©

Copy linkable UDI-D

6. Click on “Link UDI-DIs” to perform the linking.
7 damed Search v My actors v~ My UDIs v Company registration 2, swissdamed Admin  EN v =

Bulk link a list of UDI-DIs at once

4linkable UDI-DIs / EUDAMED IDs were found and can now be linked

If UDIs that cannot be linked are found, they are displayed. UDIs cannot be linked if:

BW630_40_841_HB - Handbuch | 5.0 | 01.10.2026

Copy linkable UDI-DIs ©

Cancel

Enter up to 1000 UDI-DI or EUDAMED 1D codes separated by spaces to link them to your importer. If a code exists for both a regulation and a legacy device, both will be linked since they refer to the same device. Bern (CH
P
& Editlist
Cannot be linked
The following UDI-Dis / EUDAMED IDs cannot be linked for the stated reascn. You can either edit your list, o proceed with linking the other entered UDI-Dis / EUDAMED IDs
No UDI-DI | EUDAMED ID with this code was found
+

Copy unlinkable UDI-DIs ©

Can be linked
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e« no UDI-DI / EUDAMED ID with this code was found.

« the UDI-DI / EUDAMED ID was not registered by a foreign manufacturer.

o the UDI-DI / EUDAMED ID has the market status “No longer placed on the market”.
o the UDI-DI / EUDAMED ID exists with two different issuing entities.

the UDI-DI / EUDAMED ID was entered twice in the search.

Click “Edit list” to modify the entered DI codes.

Search v Myactors v MyUDIs ~  Company registration 2, swissdamed Admin  EN =

O T T O o T O gy TTpoTTerT™

Bulk link a list of UDI-DIs at once

Enter up to 1000 UDI-DI or EUDAMED ID codes separated by spaces to link them to your importer. If a code exists for both a regulation and a legacy device, both will be linked since they refer to the same device. Actor location

& Editlist

Cannot be linked
ing UDI-DIS / EUDAMED IDs ¢ ot b inked for the stated reason. Yor ne L your list, or proceed with linking the other entered UDI-DIS / EUDAMED IDs

No UDI-DI | EUDAMED ID with this code was found

|

Copy unlinkable UDI-DIs ©

Can be linked

4 linkable UDI-DIs / EUDAMED IDs were found and can now be linked

Copy linkable UDI-DIs ©

cancel | [NELTVRIEVEY

14.4 Unlink UDI-DIs

1. Go to “UDI Linking” via the “My UDIs” dropdown.

- Search v My actors v My UDIs v Company registration 2, swissdamed Admin EN ~
damed 4 Lo

UDI Management

swissdamed - swiss database on medical devices UDI Uploads

’:] Support [ technical documentation

swissdamed is a centralized public database providing traceability of medical devices and in vitro diagnostic medical devices. The database is designed ta increase transparency, benefitting the pu  Discarded UDIs

health care professionals alike.
UDI Linking

Tind relevant documents and information about swissd

[CICPERERSE T=chnical documentation

2. Click on “Unlink UDI-DIs”.
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£ cdamed Search ¥  Myactors v MyUDIs v Compan;

dmin  EN v

UDI Linking

Enter any DI code, Far a multiple Bl Code search, separate by spaces,

Swissmedic, Schweizerisches Heilmittelinstitut - GEm_—_——————————— X

Clearsearct

If you don't know the namenclature code, search for it here: European Medical Device Homenclature (EMDN)

Bulk link UDI-DIs Link UDI-DIs,

3. Select the importer from the dropdown from which you want to unlink the UDI-Dls. Only

importers for which you have the “UDI Linker” user profile are shown. Click “Next” to proceed
with the unlinking.

Note: If there is only one importer for which you have the “UDI Linker” user profile, you will be
redirected directly to the “Unlink UDI-DIs” page.

4. Use the search fields to search for the UDI-Dls that you want to unlink. In the “UDI-DI / Basic

UDI-DI” field, you can search for multiple UDI-Dls. Separate the individual DI codes with a
space.

s Search v My actors v My UDIs ~ Company registration 2, swissdamed Admin  EN
damed v 4 Ve

Unlink UDI-DIs

Unlink UDI-DIs from importer

@ oot L]

Company nameSwissmedic, Schweizerisches Heilmitelinstitu

Select UDI-DIs that you do not import into Switzerland / Liechtenstein to unlink them from your importer Actor location

Enter any Di code. For a multiple Di Code search, separate by spaces.

1 you don't know the search for it ? i (EMDN)

o I

5. The search results are displayed below the search fields. Select the desired UDI-Dls by
clicking on the corresponding checkboxes. Click “Select all” to select all UDI-Dls. Click
“Confirm” to unlink them from the previously selected importer.
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4 Search v My actors v MyUDIs v [ istrati 2 swi Admin  EN v =
vsdamed v 4 ompany
UMK U T DTS TTONTITTPOTTeT ey
Select UDI-DIs that you do not import into Switzerland / Liechtenstein to unlink them from your importer Actor location Bern (CH)

DI-DI / Basic UDI-DI Model / Name / Trade name

Enter any DI code, For a multiple DI Code search, separate by spaces,

All v All v Al v

Reference / Catalogue number Momenclature code

W you dan't know . search for it here- 1]

Clear search CEIE]

13 records found:

[Cscloctan | | Basic U101/ 1ssuing entity Model Name Applicable legislation  Riskeclass  Actor/ Mandate (Authorised representative]  CHRN / Mandate D Last update date

Vview UDI-DI Trade name Quantity per package Market status Last update date

~
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