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1 Introduction

The purpose of this user guide is to help you navigate through the Notified Bodies and
Certificates process of registering certificates in EUDAMED.

In order to successfully register a certificate in EUDAMED, this guide illustrates two
scenarios including additional pre-requisite steps when registering a certificate issued for
a high-risk class device.

This guide assumes the reader is acquainted with the Regulation (EU) 2017/745 on
medical devices and Regulation (EU) 2017/746 on in vitro diagnostic medical devices,
hence no rules or any other guidance will be provided in relation to certain registration
steps.

WARNING

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

For a wider understanding on how to use the platform, visit the EUDAMED Information Centre.
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2 Basic Concepts —

certificates types

In EUDAMED, and in line with the Regulation (EU) 2017/745 on medical devices and
Regulation (EU) 2017/746 on in vitro diagnostic medical devices, certificates are classified
into two main types: Product and Quality, with each having its own types of certificate.

Product certificates:

* EU Type Examination certificate (Annex X);

* EU Technical Documentation certificate (Annex IX Chapter Il);

* EU Product Verification certificate (Annex XI Part B).

Quality certificates:

* EU Quality Management System certificate (Annex IX Chapter I);
* EU Quality Assurance certificate (Annex Xl| Part A);

* EU Production Quality Assurance certificate (Annex XI).
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3 Getting started

Prerequisites to access EUDAMED: EU Login (ECAS) account

For information on how to gain access to EUDAMED, please consult the Notified Bodies
Access user guide in the User guides Section.

Once the first Local Actor Administrator (LAA) is approved by your Designating Authority,
subsequent user access or profile change requests for the Notified Body will be approved
by this user (not the Designating Authority). This responsibility can then be delegated to
other LAA/LUAs in the Notified Body. It is good practice for each actor to have at least
two LAAs.

Every user in EUDAMED is granted the profile Viewer. They can search and view
registered certificates. In order to register a certificate in EUDAMED, you must request
access to the Notified Bodies & Certificates module as:

* Proposer: this profile may create and delete draft records in the Certificates module

+ Confirmer: this profile may also submit and discard records in the Certificates module

Getting started 3


https://webgate.ec.europa.eu/cas/help.html
https://webgate.ec.europa.eu/eudamed-help/en/documentation/user-guides-and-templates.html
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4 Register an issued

certificate

Click on the following link to arrive to EUDAMED page:
https://webgate.ec.europa.eu/eudamed/landing-page#/
You will be prompted to enter EUDAMED via your EU Login account.

The EUDAMED homepage opens on your personal dashboard.

4.1 Quality-type certificate

Click Register an issued certificate in the Certificates management section:

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 (2 on medical devices and Regulation (EU) 2017/746 (2 on in vitro
diagnosis medical devices.

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

Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DIs/Device Certificates management

My Actor data

Assess user access requests 92 Manage SS(C)P I Register an issued certificate

[H ) Manage your users Manage your certificates

Manage your email notifications

Manage subsidiaries

Access point management

4.1.1 Provide core data

1. Select the applicable regulation, and the certificate type. The type of the certificate
will change depending on the regulation, MDR or IVDR.

NOTE
In this scenario we will choose a Quality certificate type.

2. Select Yes or No whether the certificate is for a system or procedure pack.
3. Enter the Certificate Number and a Revision number if applicable.

4. Enter the Date of issue, the Starting certificate validity date and the date of expiry:

Register an issued certificate
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Certificate core information

Notified Body number: NB-1039
Name: SGS Belgium NV
Country: Belgum

* Applicable regulation

® MDR (REGULATION (EU) 2017/745 on medical devices)
(O IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)

* Certificate type

(MDR) EU quality assurance certificate (Annex Xl Part A v

System or Procedure pack applicable

Yes O No o System or Procedure pack required unless you select the option - No

(includes both devices and System and/or Procedure Packs
O lncludes only System and/or Procedure Packs
* Certificate Number

Revision number

* Date of issue * Starting certificate validity date * Date of expiry

NOTE
Manufacturer information

Enter the Actor ID/SRN or name of the manufacturer or the system/procedure
pack producer, click Find and select from the list displayed.

5. Click Save & Next.

4.1.2 Provide certificate language

1. Click Add languages and select the certificate language(s) from the list of EU

languages:
o 2 3 4 5
Certificate Device Device(s) System or Certificate
languages aroup(s) Procedure details

Pack(s)
Certificate languages

Please provide certificate language(s):
No selection

* Add language(s) »

“ Cancel

2. Click Save to save as a draft or click Save & Next to continue to the next step.

Register an issued certificate
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4.1.3 Provide device group data

1. Click Add device group and complete the required information:
Device group(s)

Device Group #1

* Identification of the device group:

* Risk class
The device group contains device(s) of:

[ Class |

[ Class lla
O Class lib
[ Class lll

Tl Remove this device group

You can select more than one risk class for a device group.

2. If you choose Class I, provide the characteristics of class | devices in the device
group:
* Characteristic(s) of class | devices in the device group

O Re-usable surgical instrument
[ With a measuring function

[ Placed on the market in sterile condition

4.1.4 Provide device data

If the certificate also includes devices, indicate whether the certificate is for a Custom
made class Il implantable, if yes provide a description, if no provide:

The name and the risk class, the reference/catalogue number and the risk class or
the Basic UDI-DI (Basic UDI-DIs must be already submitted by the manufacturer in
EUDAMED).

1. In this step you may choose to provide a custom-made device by selecting Yes within
Custom made class Ill implantable box:

Device(s)

* Custom made class lll implantable

OYes OnNo

il Remove this device

° Add a device

Register an issued certificate 6
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2. By doing so, EUDAMED will allow you to provide a description for the custom-made
device:

Device(s)

* Custom made class lll implantable

@yYes ONo

* Description:

1l Remove this device

o Add a device

3. When you select No, then the system will provide a dialog to select Name or
Reference/Catalogue number options in order to register a device by its name, its
reference/catalogue number or its basic UDI-DI:

Device(s)

* Custom made class lll implantable

OvYes @nNo

* Provide one of the below

O Name
O Reference/Catalogue number

O Basic UDI-DI

Tl Remove this device

o Add a device

4. When either Name or Reference/catalogue number is selected, you must provide the
risk class of the device:

Device(s)

* Custom made class |l implantable
OYes @No

* Provide one of the below
OName

(® Reference/Catalogue number
(O Basic UDI-DI

* Enter Reference/Catalogue number:

* Risk class
The device is of

OClass |

OClass lla
(OClass lib
OClass Il

i Remove this device

o Add a device

5. Click Save to save your draft or Save & Next to continue to the next step.

Register an issued certificate 7
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4.1.5 Provide SPP details

1. If you have chosen a system or procedure pack (SPP), you must answer questions
on sterilisation:

System(s) and/or Procedure pack(s) sterilisation

*|s SPP Producer a steriliser?

@® Yes O No

Steriliser(s)

o Add a steriliser

* Are SPP Group/s applicable?

O Yes ® No

* Sterilisation method(s)

Aseptic processing

Ethylene oxide gas sterilisation

Low temperature steam and formaldehyde sterilisation
Moist heat sterilisation

Radiation sterilisation (gamma,x-ray,electron beam)
Others

oooocoog

2. If the steriliser is not the SPP producer identified in the initial step of the certificate
registration, answer No to Is the SPP Producer the steriliser? and provide the
information requested about the sterilising organisation.

*Is SPP Producer the steriliser?

Oves @No

Steriliser

* Organisation name:

Street information, if applicable
Yes O No €) street information is required unless you sekeat the option - No

* Street: Street number:
Address line 2:

PO box:

* City name * Postal code

* Country

* Are SPP Group/s applicable?
(Cves (@No

Register an issued certificate
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NOTE

g You may now add sterilisers in addition to the SPP Producer being a steriliser.
More than one steriliser can be referenced in System and/or Procedure pack(s)
sterilisation step.

3. By default, the system assumes there are no SPP Group(s) within this sterilised
SPP. If you click Yes to Are SPP Group/s applicable?, you will be asked to enter
information about the SPP group:

System and/or Procedure pack group(s)

o Add SPP group

4. Add at least one SPP group:

SPP Group #1 v

* Identification of the SPP group:

il Remove SPP Group
5. Once complete, click Save orSave & Next.

4.1.6 Provide certificate details

1. Select the correct options:
Certificate details

* Special Device Type within the scope
Devices manufactured utilising tissues or cells of animal origin or their derivatives

O Yes O No

Devices manufactured utilising tissues or cells of human origin or their derivatives

O Yes ONo

Devices in sterile condition

O Yes O No

Devices incorporating as an integral part an in vitro diagnostic device

O Yes O No

Devices without an intended medical purpose listed in Annex XVI to Regulation (EU) 2017/745:

O Yes O No

NOTE
Q When you have defined the scope of the certificate with a device group and/or
device having risk class | that has the property Placed on the market in sterile
condition, then the system will set Yes for the Devices in sterile condition question
within the Special Device Type within the scope.

Register an issued certificate



EUDAMED user guide

2. Enter the conditions and limitations if there are any. If none, toggle to No:

Conditions and limitations

Yes o No o Conditions or limitations are required unless you select the option - No

c and . (EN) v

* Conditions and limitations (EN):

Certificate document
* Select the language of the certificate:

EN

]

3. Select the languages in which the electronic version of the certificate is issued. You
may upload more than one electronic document if it covers different languages, and
you may upload several documents at once.

4. Click on either Save or Save & Next.

4.1.7 Provide SS(C)P documents

For implantable devices of class lla, some implantable devices of class Ilb, and devices
of class C that are not companion diagnostic and not self/near-near-patient testing, the
provision of a Summary of Safety and Clinical Performance SS(C)P is required. 2

INFOGRAPHIC: SS(C)P steps and principles

SS(C)P IDENTIFICATION

How is a Summary of Safety and (Clinical) Performance identified and linked?

(U CERTIFICATE

The validated (or to be validated) SS(C)Ps are registered in EUDAMED by the Notified Body,
in general during the issued certificate registration, and always linked to at least one Basic UDI-DI

Language of the
master document

Notified Body must specify the language
> SS(C)P of the S5(C)P master document
reference number (validated or to be validated) that is uploaded into EUDAMED

An SS(C)P reference number (+ revision number)
is assigned by the Manufacturer and must remain the same

during its lifecycle (the revision number must change each time
a new version of the SS(C)P is uploaded)

1.  An SS(C)P can be attached to certificates, so the initial dialog requires the provision
of SS(C)P reference number and SS(C)P revision number. Once provided, click
Check registry. If the SS(C)P exists already in EUDAMED it will be selected and

2For background information, see the MDCG guidance: Summary of safety and clinical performance - A guide for
manufacturers and notified bodies.
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displayed. Otherwise, you may enter a new SS(C)P. You may also create a new

SS(C)P version of an already registered SS(C)P (see Create a new SS(C)P version

of a registered SS(C)P [13]).

Enter the issued date and select the language of the document. Click Browse to
upload the SS(C)P master document:

SS(C)Ps
6 SS(C)P ABC/10 Rev.1 is not registered in EUDAMED. Please provide the information below. ‘
0 Be aware that if there are devices within the scope of the certificate that are:
> Ib implantable that are sutures, staples, dental filings, dental braces, tooth CTOWNS, Screws, wedges, plates, wires, pins.
clips or connectors SS(C)P reference number  SS(C)P revision number
> la implantable ABC/10 Rev.1
asscp with related information such as the Basic UDI-DI(I not already provided) will be required to provide in the SSCP
step
* Date issued
SS(C)P reference number v
YYYY-MM0D
SS(C)P reference number  SS(C)P revision number
* Select the document language
Check registry
i Remove th P tadat

NOTE

The SS(C)P master document should contain information for both lay persons
and healthcare professionals. Please read the Summary of safety and clinical
performance - A guide for manufacturers and notified bodies document for more
information.

2. Click Yes to the question Is this SS(C)P validated to indicate that the uploaded
master document is validated, otherwise click No:

* Is this SS(C)P validated?

Ovyes O No

3. Inorder to register an SS(C)P, the reference of the related Basic UDI-Dls within the

scope of the certificate is required. Within the Device(s) information box, a respective

Basic UDI-DI can be added:

Device(s) information

Basic UDI-DI associated with this SS(C)P and certificate

No devices are associated yet
You can associate missing Basic UDI-DI(s) to this SS(C)P by clicking on ‘Add a new device to this SS(C)P

o Add a new device to this SS(C)P

4. The Device(s) information box confirms no associated devices. Click Add a new

device to this SC(C)P. The pop-up shows two sections: the Basic UDI-DlIs referenced
in this certificate of class lla implantable and relevant class lIb implantable or relevant

class C, and (for Quality certificates only) a list of all Basic UDI-Dls of class Ila
implantable and relevant class Ilb implantable or relevant class C registered by the
referenced manufacturer. You can select multiple devices:

Register an issued certificate
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Add a Basic UDI-DI

* Basic UDI-DI(s) referenced in this certi
Select Basic UDI-DI(s) to be associated with the SS(C)P and related information
Device(s) information Basic UDIDI 123455157X[ GS1], Class lla
Basic UDI-DI associated with this $S(C)P and certificate
* Basic UDI-DI(s) by the
Select Basic UDI-DI(s) to be associated with the SS(C)P and related information

No devices are associated yet
You can associate missing Basic UDI-DI(s) to this SS(C)P by clicking on 'Add a nex
5 * Basic UDI-DI code:

[© stnmmsmmntmssar [~ |

Basic UDI-DI 1234560572 | GS1), Class lla

I Remove this SS(C)P and metadata

5. You can input a partial Basic UDI-DI number and click Filter to narrow down the
search results:

* Basic UDI-Di(s) registered by the referenced manufacturer
Select Basic UDI-DI(s) o be associated with the SS(C)P and related information

* Basic UDI-DI code
06

[J Basic UDI-DI 1234560683 [ GS1], Class lla

NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose

Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Basic UDI-DI; [GS1] - Class C - sdfgdsfgs

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated to
Registered. The Basic UDI-Dls and their related UDI-DlIs will then become visible
on the EUDAMED public site.

6. Once selected, click Confirm to link the devices to this new SC(C)P. Nothing is yet
submitted, and you can delete this SS(C)P by clicking Remove this SS(C)P and
metadata to return to the previous screen.

When finished, click on Preview to review the provided information:

Register an issued certificate 12
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7.

Preview full registration for submission

Certificate identification

Motified Body numbaer: 2409

Name: CE Certiso Onos- és Kirharechnikal Ellenbrzd és Tanlsito Kit

Country: Hungary

Applicable regulation: MO (REGULATION (EU) 201 7745 on medical devices)
Certificate type: (MDR) EU quakty management system certificate (Annex X Chapler [

System or Frocedure pack applicable: Yeos

Certificate Number: MDOROMSAles DED E54 # Edit
Revision number: Rev1

Status: lssued

Starting certificate validity date: 2021-04-01

Date of Issue; 2021-04-01

Date of expiry: 2026-04-01

Manufacturer identification

BE-MF-000000004, Alexandru Release Manufacturer

System and/or Procedure Pack Producer Identification

BE-PR-D00D00E 7. BE-Belgium-SystemProcedure Pack ProduceriEsss

Open all | -Close a

£1EP 1 Certificate languages -~
ETEF 2 Device group(s) -
STEF 3 Device{s) ~
STEF 4 System or Procedure Packys) S
STEP 5 Certificate details Y
STEP & SS{C)Ps -~

From this page you can easily access other steps by clicking the respective link:

penall | Close al

STEP1 Cortificate languages v

<Gobacktostep1

Certificate languages: Estonian (ET)

When you click Submit and confirm your submission, the certificate will be registered
in EUDAMED and you will see a Confirmation page:

xciose Certificate registration
Submission

Are you sure you want 1o register the issued certificate? o Congratulations. You have successfully registered your Reissued certificate

Submit my request Cancel
Your certificate number is new-cert-number

What do you want to do now?

View me{rj“ﬁ ate you just created - Cerificate number new-cert-number

30 1o the Wémepage

From the confirmation page you can click on View the certificate you just created to
open the registered certificate view page, or you can click on Go to homepage to
return to your homepage.

4.1.8 Create new version of a registered SS(C)P

You can reference an existing SS(C)P that is already registered, and link other devices
to it. However, you can also create a new SS(C)P version, while referencing an existing
SS(C)P.

Register an issued certificate 13
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1. Click Create new version:

ABC/800 v

SS(C)P reference number SS(C)P revision number
ABC/800 ‘ Rev.1
* Dale issued
2022-01-12 ]
YYYY-MM-DD
=

NB XXXX - SS(C)P [BG] [PDF 212 KB]

2. The warning message requests a revision number that must be different from the
previous version, a manufacturer-provided issue date and a new master document.

Click Date issued and input the date:

You are registering a new version of this SS(C)P. You will be asked to change the revision number, provide the
date issued by the manufacturer and upload a new masler document You may optionally link new Basic UDI
Dl{s) to this SS{C)P version

SS(C)P information

* SS(C)P reference number * SS(C)P revision number

ABC/800 Rev.2

" Date issued

Mar 2022 ~ < Today »

garian

‘Su Mo Tu We Th Fr Sa

01 02 03 04 05
o6 07 08 09 10 1" 12
13 14 15 16 17 18 19
P and certificate
20 21 22 23 24 25 26

215 28 29 30 3 to this SS(C)P by clicking on 'Add a new device to this SS(C)P’

o Add a new device to this SS(C)P

3. Click Browse to upload the new master document in the pre-selected language, and
confirm that it has been validated where applicable (SS(C)P on devices that only
need a quality certificate may not necessarily be validated already):

Register an issued certificate 14
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You are registering a new version of this SS(C)P. You will be asked to change the revision number, provide the
date issued by the manufacturer and upload a new master documenl. You may optionally link new Basic UDI
Di(s) to this SS(C)P version

S8(C)P information
* SS(C)P reference number * SS(C)P revision number
ABC/800 Rev2

* Date issued

2022-03-19

1 file uploaded successfully

YYYY-MM-DD

NB XXX - SS(C)P [BG] [PDF 212 K] x

Language of the master document: Bulgan
/ F | ugl_\f:nu that this version is the validated Master Document of the 99[(’1]!’1

4. The Device(s) information box confirms no associated devices. Click Add a new
device to this SC(C)P. The pop-up shows two sections: the Basic UDI-DI(s)
referenced in this certificate of class lla implantable and relevant class llb implantable
or relevant class C, and (for Quality certificates only) a list of all Basic UDI-Dls of
class lla implantable and relevant class Ilb implantable or relevant class C registered
by the referenced manufacturer. You can select multiple devices:

Add a Basic UDI-DI

* Basic UDI-Di(s) referenced in this certificate
Select Basic UDI-DI(s) to be associated with the S5(C)P and refated information

Device(s) information [0 Basic UDI-DI 123455157X [ GS1], Classlla

Basic UDI-DI associated with this $3(C)P and certificate

* Basic UDI-DI(s) by the

Select Basic UDI-DI(s) to be associated with the SS(C)P and relaled information

No devices are associated yet
You can associate missing Basic UDI-Di(s) to this SS(C)P by clicking on ‘Add a nex

* Basic UDI-DI code:

Tl Remove this SS(C)P and metadata [ Basic UDI-DI 123456057Z | GS1), Class lla

5.  You can input a partial Basic UDI-DI number and click Filter to narrow down the
search results:

* Basic UDI-Di(s) reg by the r irer

Select Basic UDI-DI(s) to be associated with the SS(C)P and related information

* Basic UDI-DI code:

:

[ Basic UDI-DI 1234560683 [ GS1], Class lla
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NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose

Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Basic UDI-DI{ | | [GS1] - Class C - sdfgdsfgs

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED public site.

6. Once selected, click Confirm to link the devices to the SC(C)P new version. Nothing
is yet submitted, and you can delete the inputs/links by clicking Delete this draft to
return to the previous screen:

ABC/800 v
Delete this draft

i -;r‘ You are registenng a new version of this SS(C)P. You will be asked to change the revision number, provide the

date issued by the manufacturer and upload a new master document. You may optionally link new Basic UDI
Di{s) to this SS(C)P version.

SS8(C)P information

* SS(C)P reference number * S5(C)P revision number
ABC/800 Rev.2

* Date issued
2022-03-15 =]

YYYY-MM-DD

Language of the master document:  Bulgarian

7. You may also perform the tasks in reverse order. First select the Basic UDI-DI(s),
then click Create new version and input the revision number, date and master
document etc.:
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Creale new version

You are registenng a new version of this SS(C)P. You will be asked to change the revisin number, provide the
date issued by the manufacturer and upload a new master document You may onally link new Basic UDI-
Di(s) to this SS(C)P version

SS(C)P information

* SS(C)P reference number * SS(C)P revision nu T
ABC/800
* Date issued
&
VY Y-MM-0D

Language of the master document: Bulganan

Device(s) information

Basic UDI-DI associated with this $S(C)P 7 Edit
Basic UDI-DI 123455157X [Class lla - Implantable]
Basic UDI-DI 123456057 [Class lla - Implantable]
Basic UDI-DI 1234560989 [Class lla - Implantable]

8. Click Save to continue, or Submit. In the confirmation click Submit my request:

Submission

Are you sure you want to register this certificate?

Cancel

9. From the confirmation page, click View the certificate you just created:-

Europe: n > EUDAMED

Home  Tasks v Search & view v %nsmlulon v A NB (CONFIRMER)

CURRENT ACTOR: Notified Body, NB-1039, SGS Belgium NV [Beigium] #1

Certificate registration

o Congr ions. You have g your Issued

“Your certificate number is MOR/QMS/Demo/22 Q1.2

What do you want to do now?

View the certificate you just created - Certificate number MDR/QMS/Demo/22.Q1.2

Go to the homepage

10. You can view the newly created certificate version and all the devices linked to the
newly registered SS(C)P version:
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Certificate data SS(C)P

European Commission

fa—————— S S (C)P

Certificate: MDR/QMS)

s st §5(C)P reference number: ABC/800
Cortterte um Basic UDI-DI(s) code: 123455157X
5605
Certificate data Ll
1234560089
Vamion 8 Cumrnd | Lot s s 1 260243
Notified body $5(C)P master document: NB XXX - SS(C)Ppdf [212 KB] [BG]

Notified Body number: NB-1039

Nama: SGS Baigum NV S$S(C)P revision number: Rev.2 &
Country: Bokgum -

Uploaded from: Certificate registration
Date issued: 2022-03-15
Is this SS(C)P validated?: Yes

4.2 Register an issued certificate:
Product-type

Click on Register an issued cettificate in the Certificates management section:

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 [4 on medical devices and Regulation (EU) 2017/746 (4 on in vitro
diagnosis medical devices.

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

Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DIs/Device Certificates management

My Actor data

Assess user access requests v2 Manage SS(C)P

Register an issued certificate

(@ ) Manage your users Manage your cenﬁcates
Manage your email notifications

Manage subsidiaries

Access point management

4.2.1 Provide core data

1. Select the applicable regulation, and the certificate type.

NOTE
In this scenario we will choose a Product certificate type.

2. Enter the certificate number and a revision number if applicable:
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Certificate core information

Notified Body number: NB-1039
Name: SGS Belgium NV
Country: Belgium

* Applicable regulation

O MDR (REGULATION (EU) 2017/745 on medical devices)
O IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)

* Certificate type

" Certificate Number.
Revision number

* Date of issue * Starting certificate validity date: * Date of expiry

YYYY-MM-DD YYYY-MM-DD YYYY-MM-DD

3. Enter the Date of issue, the Starting certificate validity date and the Date of expiry.

4. Manufacturer identification
Enter the Actor ID/SRN or name of the manufacturer or the system/procedure pack
producer. Click Find and select from the list displayed.

5. Click Save & Next.

4.2.2 Provide certificate language

1. Click Add languages and select the certificate language(s) from the list of EU

languages:
B z ;
Decision Device(s) Reasons for
languages decision

Decision languages

Fiease provide decision language(s)

Y

No selection

* Add language(s) »

2. Save your draft or click Save & Next to continue to the next step.
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4.2.3 Provide device data

1. Enter the Basic UDI-DI code and choose the codes for the device type from the
drop-down list:

7] 2] 3

Certificate Device(s) Certificate
languages details
Device(s)

Basic UDI-DI -

* Enter Basic UDI-DI code:

| |

Device type
Codes according to the device type
* Codes:
The official document with the
v o complete information of Cades can
(] be found here

MDA 0000

Horizontal codes

Codes:

2. Enter the Intended purpose of the device in each language you selected in the prior
steps:

Intended purpose
* Intended purpose is required to be provided in at least one language:

Intended purpose - Croatian (HR) v

Add the intended purpose (HR):

3. Click either Save or Save & Next.

4.2.4 Provide certificate details

1. Enter the conditions and limitations, if any, in each language:
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Conditions and limitations

Yes O No o Conditions or limitations are required unless you select the option - No
Conditions and limitations - Croatian (HR)

* Conditions and limitations (HR):

Conditions and limitations - Latvian (LV)

* Conditions and limitations (LV):

2. Select the languages in which the electronic version of the certificate has been

issued. Click Browse to upload the files. You may upload more than one file if it
covers the chosen languages:

* Select the language of the certificate;

MHR MHNL MLV

Browse
il

3. Click either Save or Save & Next.
4.2.5 Provide SS(C)P documents
For certain high-risk devices that are implantable, the provision of an SS(C)P applies.

1. An SS(C)P record within EUDAMED can be attached to many certificates. Hence,

the initial dialog requires the provision of an SS(C)P reference number and SS(C)P
revision number. Once provided, click Check registry:
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SS(C)Ps

0 Only the 'validated' SSCP in the main language must be provided.

SS(C)P reference number

SS(C)P reference number SS(C)P revision number

| I ‘ ‘ Check registry

I Remove this SSCP and metadata

o Add SSCP

2. If the record exists in EUDAMED, it will be displayed. Otherwise, you may enter
a new SS(C)P registration. Enter the issued date and select the language of the
document. Click Browse to upload the SS(C)P master document:

o SS(C)P ABC/10 Rev.1 is not registered in EUDAMED. Please provide the information below.

SS(C)P reference number SS(C)P revision number
ABC/10 Rev.1
* Date issued:
m R
YYYY-MM-DD

* Select the document language:

Browse

3. The Device(s) information box confirms no associated devices. Click Add a new
device to this SC(C)P. The pop-up shows the Basic UDI-DI(s) referenced in this
certificate. You can select multiple devices to associate to this SS(C)P:

Add a Basic UDI-DI

© BAsC UDH-DM 8| referenced in this certmcate
Select Basic UDHDWs) 1o be sssodisted with The SS(CIP and relsted miormation

Device(s) information -

Basic UDL-DI sssociated with this S3CIP and certificats

Basic UDIDI 1245101242 | GS1]. Class W
No deveces are ansocistod yel
You can essccate messang Basec UDH Dif1) 1 Pes SS(C P by ol
’
-

Io AT 8 new Bevie 10 e S5

B Remove e SSECH and metaduta
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NOTE

g If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your request, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose
Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:
Basic UDI-DI|

Submit my request Cancel

After the request is submitted, the state of the Basic UDI-DI will be updated to
Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED pubilic site.

Once selected, click Confirm to link the devices to the SC(C)P. Nothing is yet

submitted, and you can remove this SS(C)P by clicking on Remove this SS(C)P and

metadata and return to the previous screen.
You may register more than one SS(C)P. Select the device that is described by the
SS(C)P being registered and click Confirm.

4. To register additional SS(C)Ps, click on Add SS(C)P. You will be provided with a new
SS(C)P search dialogue:
SS(C)P reference number SS(C)P revision number
‘ ABC/10 ‘ Rev.1
* Date issued
2021-09-23 =
1 file uploaded successfully
NB XXX - SS(C)P [CS] [PDF 212 KB x®
Basic UDI-DI associated with this SS(C)P £ Edit
Basic UDI-DI 123455017L [Class llb - Implantable - Non suture, staple, dental filling, dental brace, tooth crown
screw, wedge, plate, wire, pin, clip or connector]
il Remove this SSCP and metadata
SS(C)P reference number SS(C)P revision number
| |
il Remove this SSCP and metadata
5.  When registering additional SS(C)Ps, by clicking on Add a new device to this SS(C)P

the system will display the remaining devices in the scope of the certificate to be
linked to the additional SS(C)P:
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S5(C)P ABC/11 Rev.1 is not registered in EUDAMED for the selected manufacturer. Please provide the
information below

SS{C)P reference number SS(CIP n uClose
= Add a Basic UDI-DI
ABCIT il * Basic UD-DI{s) referenced in this certificane
T Selact Base UDIONS] 18 b sssncamed with 15 S50 ard ralabed wlormatan
* Date issued O B UDHDE 1234590100 | GS1), Class B
2022-03-24 =]
YYYY-MM-DO )

1 file uploaded successfully

NB X0 - SS(C)P [BG] [POF 212 KB x

Device(s) information

Basic UDI-DI associated with this SS{C)P and certificate

Mo devices are associated yet
You can associate missing Basic UDI-DI{s) to this SS{C)P by clicking on ‘Add a new device to this SS(C)JP

o Add a new dewice to this SS(CP

- -
B Ramove this SS{C)P and metadata

NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose
Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED public site.
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ABC/11 v

SS(C)P ABC/11 Rev.1 is not registered in EUDAMED for the selected manufacturer. Please provide the
information below:

SS(C)P reference number SS(C)P revision number
‘ ABC/11 ‘ Rev1

* Date issued

| .

YYYY-MM-DD

* Select the document language

‘ v
Browse

* Select Basic UDI-DI(s)
Select Basic UDI-DI(s) associated with this SS(C)P
You can select more than one Basic UDI in order to attach them to the same SS(C)P

[0 Basic UDI-DI 123455027N

[0 Basic UDI-DI 123455057V

6. When finished, click Save or Save & Next.

7. Alternatively, you can create a new version of an existing SS(C)P. Click Create
new version and provide a version number, issue date and master document (see
Provision of SS(C)P documents [10] for Quality certificates). Click Add a new device

to this SS(C)P to add new devices to this new SS(C)P version:

ABC/800 v
Create new version

S5(C)P reference number SS(C)P revision number
ABC/800 Rev.2

* Date issued
2022-03-15 =

YYYY-MM-DD
NB XXXX - SS(C)P [BG] [POF 212 KE

Device(s) information
Basic UDI-DI associated with this SS(C)P and certificate

No devices are associated yet
‘You can associate missing Basic UDI-DI(s) to this SS(C)P by clicking GI;?'MU a new device to this SS(C)P

d Add a new dewice to this SS(C)P

8. The pop-up lists Basic UDI-DI(s) which are referenced in the certificate. No others

can be added. Select one or multiple from the display, and click Confirm:
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xClose
Add a Basic UDI-DI

* Basic UDI-DI(s) referenced in this certificate

Select Basic UDI-DI(s) to be associated with the SS(C)P and related information

m Basic UDI-DI 1234510134 | GS1), Class ||1
O

Basic UDI-DI 123451012J2 | GS1], Class il

Confirm Cancel

The selected devices are listed:

ABC/800 v

Create new version

S5(C)P reference number SS(C)P revision number

ABC/800 Rew.2

* Date issued
2022-03-15 =

YYYY-MM-DD
NB X000( - SS(C)P [BG] [PDF 212 KB

Device(s) information B

Basic UDI-DI associated with this S5(C)P # Edit
Basic UDI-DI 123451013J4 [Class Il - Implantable]
Basic UDI-DI 123451012J2 [Class lll - Implantable]

o Add a new device to this SS(C)P

il Remove this SS(C)P and metadata

9. You can still create a new version using the Create new version button as shown
previously, and the selected devices will link to it. Click Save & Next to proceed:

Register an issued certificate
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You ane registenng a new version of this SS(CP You will be asked lo change the revision number, provsde the
date issued by the manulacturer and upload a new master document. You may ophonally link new Basic UDI
D) to this SS{C)P version

SS(C)P infoermation

* S5(C)F refarence numbser * S5(C)P revision number

ABC/800 Rev 3

* Date issued

2022.03-15 o}

YYYY-MM-00

Language of the master documeant: Busganan

1 file uploaded successfully

NB X000X - SS(CHP BG] [PDF 212 KB] ®
| confrmm that thes varson 6 tha validaied Master Document of the SS{C P

Device(s) information

Basic UDI-DI associated with this S3{C)P # Edn
Basic UDI-D| 1234510134 [Class [Il - Implaniable]

Basic DD 1234510122 [Chass 11l - Imglaniatie]

° Add a néw dewvica Io this S5(CP

B Remove this SS(C)P and metadala

:::;IJ.UI:. : ’.J‘I:I f :'{ll‘!:‘rl

10. Click Save or Save & Next.

11. Confirm your submission by clicking on Submit my request in the pop-up window:

Submission

Are you sure you want to register the issued cenificate?

Submit my request Cancel

You will be shown a page confirming your registration:

Register an issued certificate
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Certificate registration
o Congratulations. You have successfully registered your Issued certificate

Your cedificate number 15

What do you want to do now?

View the certificate you just created - Certificate number

Go to the homepage

From here you can click View the certificate you just created to view the certificate, or
you can click the Go to homepage.
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5 Register a refused

certificate

Click Register a refused certificate in the Application/Refused Certificates section.

Welcome to EUDAMED

Applications/Refused certificates

Register a refused certificate

Register a withdrawn/refused application

Manage your refused certificates/applications

5.1 Product-type certificate

5.1.1 Provide core data

1. Enter the core information for the refused certificate:

("yrequired field

by 13
“ax Fields next to this symbol will not be publicly available

Notified Body number: 2797
Name: BSI Group The Netherlands B.V.

Country: Netherlands

* Applicable regulation
® MDR (REGULATION (EU) 2017/745 on medical devices)
VDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)

* Conformity assessment procedure:

| (MDR) EU technical documentation assessment certificate (.. v
* Application reference number. * Application submission date:
: 2022-11-23 e |
E‘e’\;‘f\r—\.m-DD I
Refusal reference number * Date of issue of the refusal
r 2022-11-23|
|
YYYY-MI-0D

2. Select the applicable Regulation and the conformity assessment procedure. Then
enter the application reference.

NOTE
In this scenario we will choose a Product certificate type.
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3. Provide the dates for both the application submission and the date of issue of the
refusal.

4. Manufacturer identification

Enter the Actor ID/SRN or name of the manufacturer or the system/procedure pack
producer, then select the appropriate one from the displayed list:

Manufacturer identification

# Change Manufacturer
Organisation name: ]

Actor ID/ISRN: EF——77"7"—"
Address:

Teleph number:

Email: —_—

5. Click Save & Next.

5.1.2 Decision languages
In this step, click Add language(s) and select the languages from the pop-up:

o : ;

Decision Device(s) Reasons for
languages decision

Decision languages

Please provide decision language(s)

No selection {':I

* Add language(s) ¥

You can remove languages using the x symbol, or add more if you wish to:

Remove a

Spanish (ES) Swedish (SV)

*.Add more language(s) »!

When you are done click Save & Nextt.

5.1.3 Add a device

Is the Basic UDI-DI known?:
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Refused certificate registration

3 T 3
Manufacturer identification irsé B0
Decision Device(s) Reasons for
NL-MF-000000041. Johnson & Johnson Medical languages decision
Device(s)

Refused Certificate Identification
Name: BS| Group The Netherlands B.V.

Country: Netherlands * Is the Basic UDI-DI known?

Applicable regulation: MDR (REGULATION (EU) Yes O No
2017/745 on medical devices)
Certificate type: (MDR) EU technical documentation T Remove this device

assessment certificate (Annex [X Chapter Il)

# Edit ° Add a device
Application reference number: TDARef Cert

Application submission Date: 2022-11-23

Refusal reference number: -
S Save & Nex

CASE A: The Basic UDI-DI is known

1. Select Yes in the field Is the Basic UDI-DI known?:

Refused certificate registration

o - 5 3
Manufacturer identification " ° il
ecision Device(s) Reasons for
NL-MF-000000041, Johnson & Johnson Medical languages decision
Device(s)

Refused Certificate Identification
Name: BSI Group The Netherlands B.V.

Country: Nethertands * Is the Basic UDI-DI known?

Applicable regulation: MDR (REGULATION (EU) Yes © No
2017/745 on medical devices)
Certificate type: (MDR) EU technical documentation T Remove this device

assessment certificate (Annex [X Chapter Il)

# Edit Add a device

Application reference number: TDA/Ref Cert

Application submission Date: 2022-11-23

Refusal reference number: -
S Save & Nex 2

2. Enter part/all of the Basic UDI-DI code and click on Check registry. Only devices
that are eligible for this type of procedure or certificate, and only those related to the
manufacturer, will appear.
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Device(s)

*Is the Basic UDI-DI known?

® vYes O No

* Enter Basic UDI-DI code:

© Required
Device type
Codes according to the device type
* Codes:
The official document with the
- v \dd € complete information of Codes can
be found here [
MDA 0000
Horizontal codes
Codes:
The official document with the
_ v Ad @ complete information of Codes can
J be found here (4
* If the device is already registered in EUDAMED, then select the device from the

list:

xClose
Find a basic UDI-DI
Basic UDI-DI 12345DEV40FY [GS$1), Clﬁs lip
Basic UDI-DI 12345DEV30FV [GS1], Class Iib
Basic UDI-DI 12345DEV20F S [GS1], Class Il
Basic UDI-DI 12345DEV10FP [GS1], Class lll

Basic UDI-DI 12345REFUSED-CRFF2 [G§1]. Class lll

+ Otherwise, if the device is not yet registered in EUDAMED, click on the Enter data
manually button:
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xClose

Find a basic UDI-DI

No data available

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

Enter data manually Cancel

Select the Issuing Agency and the risk class of the device and specify if the device
is implantable or not (property applicable only for MDR):

Device(s)
* Basic UDI-DI:

12345-not-in-UDI-2X5

* Issuing Agency:

* Risk class
The device is of:

O Class lib

O Class lil

* Implantable

O Yes O No

Specify if the device model is applicable or not:

Device model applicable Device model applicable

Yes O No (i ) is requi jon - No Yes o No

* Device Model.

1

Name:

3. Add some characteristics of the device:
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5.

6.

MDRO101 - Active devices for & Remove

Device type
Codes according to the device type
Horizontal codes

* Codes:
Codes:

The official document with the
- v @ complete information of Codes The official document with the
can be found hers [ 23 ~ € complete information of Codes.
~ can be found here &

MDAD101 - Active

& MDS1001 - Devices
implantable: devicesbr

Incorporating medicinal
stimuiation/inhibition

substances
Imenitering

MDS1002 - Deﬁes
manufactured Bfising

Add a description of the purpose:

Intended purpose
For devices in scope of a product procedure certificate, intended purpose must be provided in all certificate languages

Intended purpose - Greek (EL) v

* Add the intended purpose (EL)

Some purpose

Y

Click Save or Save & Next.

For additional devices, click + Add a device.

CASE B: The Basic UDI-DI is not known

1.

Select No in the field Is the Basic UDI-DI known?:

Refused certificate registration

o . - 3
Manufacturer identification o
Decision Device(s) Reasons for
NL-MF-000000041, Johnson & Johnson Medical languages decision
Device(s)

Refused Certificate Identification
Name: BSI Group The Netherlands B.V.

Country: Netherlands *Is the Basic UDI-DI known?

Applicable regulation: MDR (REGULATION (EU) Yes O No
2017/745 on medical devices)
Gertificate type: (MDR) EU technical documentation T Remove this device

assessment certificate (Annex [X Chapter Il)

# Edit ° Add a device

Application reference number: TDA/Ref Cert

Application submission Date: 2022-11-23

Refusal reference number: -
Save Sa xd Ca
Date of Issue of refusal: 2022-11-23 ke

Identify the device by Name or alternatively, provide the Reference/Catalogue
number in free-text and select the Risk Class. Note the Name or Reference/
Catalogue number options also apply when registering Refused/withdrawn
applications:

Register a refused certificate

procedure certificate, intended purpose must be provided in all certificate languages
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Name:

* Is the Basic UDI-DI known? @ Reference/Calalogue number
Yes ' E% * Enter Reference/Catalogue number
» . My device
Provide one of the below ki
Name * Risk class

Reference/Catalogue number The device Is of

® Class Ip

T Remove this device
O Classll

il Remove this device

[+ Y b

SRl e

3. Provide the device type and the intended purpose:

Device type Intended purpose
Codes according to the device type For devices in scope of a product procedure certificate, intended purpose must be provided in all certificate languages
* Codes: Intended purpose - Portuguese (PT) v
The oficial document with the
v © complete information of Codes
can be found here [ * Add the intended purpose (PT):
MDA 0000

_ This is the Intended purpose
IVR0101 - Devices intended to determine markers of the ABO system [A (ABO1), B (ABO2), AB (ABO3)] W Remove

Horizontal codes

Codes y
- The oficial document with the .
NS @ complete information of Codes
i can be found here (2
MDA 0000

4. Click Save or Save & Next.

5. For additional devices, click + Add a device.

5.1.4 Reasons for decision

1. Select one or more reasons from the list below, and enter the Reason for refusal
comment in the languages you chose in the Decision languages step:

Reasons for decision
* Reason for Refusal
B Compliance: failure to close non-conformities
Compliance: Quality Management System failure
Compliance: product quality issues
Compliance: Requirements of MDR/IVDR Regulations not met
Client: manufacturer has gone out of business

Client: fails to meet contractual obligations

ooooon.

Other

* Reason for refusaliwithdrawal comment {EL)

non-conformant device

NOTE

If you select Other, you will have to provide the reason in the languages you chose
in the Decision languages step.
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2. The refusal document is optional:

Decision on refusal document

Upload refusal document

3.  You can Preview your choices, or click Submit to complete the registration:

Cancel

4. A confirmation message displays:

Refused certificate registration

o Congratulations. You have successfully registered your refused certificate

Your refused certificate application reference number is Demo. TW

What do you want to do now?

View the refused certificate you just created - application reference number Demo. TW

Go to the homepage

5.2 Quality-type certificate

5.2.1 Provision of core data

1. Enter the core information for the refused certificate.

2. Select the applicable Regulation and the conformity assessment procedure.

NOTE
In this scenario we will choose a Quality certificate type.

3. Indicated Yes or No for a System Procedure Pack, then, enter the application
reference number.

4. Provide the dates for both the application submission and the date of issue of the
refusal:
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("yrequired field

b -
&2 Fields next to this symbol will not be publicly available

Motified Body number: 2797
Name: BS| Group The Netherlands B.V.

Country: Netherlands

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

IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)

" Conformity assessment procedure:

(MDR) EU guality management system certificate (Annex [X v
y orP dure pack appli
Yes c No e System or Procedure pack required unless you select the option - No

* Application reference number * Application submission date

| Demo. TW2|

‘ 2022-11-23 @

YYYYIM-0D

Refusal reference number: * Date of issue of the refusal:

Mo Tu we Th Fr Sa Su

-
BB a3 =

5. Manufacturer information
Enter the Actor ID/SRN or name of the manufacturer or the system/procedure pack
producer, then select the appropriate on from the displayed list:

Manufacturer identification

# Change Manufacturer

Organisation name: L
Actor IDISRN: —F——————
Address:

Teleph number:

Email: L —

Save & Next

6. Click Save & next.

5.2.2 Decision languages
Select one, or multiple, languages in which the certificate was issued:
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(1] 2 3 4

Decision Device Device(s) Reasons for
languages group{s) decision

Decision languages

Piease provide decision language(s)

Remove all
Portuguese (PT)

*.Add more language(s) ¥

S !

5.2.3 Device group and device
A device group or a device is mandatory to provide for Quality-type certificates.

1. Click + Add a device group:
(] (2] 3 4

Decision Device Davice(s) Reazons for
languages group(s) decision

Device group(s)

A group of devices v

* identification of the device group

A group of devices

" Risk class
The device group contains device(s) of

O Class |
Class lla
Class lib

Class Il

& Remove this device group

o Add a device group

2. Provide either a Name, Reference/Catalogue number or Basic UDI-DI. Note that
these options also apply when registering a Refused/withdrawn application for a
Quality-type certificate:

* Provide one of the below
O Name
O Reference/Catalogue number

O Basic UDI-DI

Register a refused certificate
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3. Choose the Risk class:

* Risk class
The device is of
O Class |

O ciflws lla

O Class b

Q Class il

4. Depending on the risk class, choose Yes or No whether the device is custom-made or
not:
Device(s)

* Custom made class lll implantable

Oves Ono

fii Remove this device

o Add a device:

5. Click Save & Next.

6. Add a device and its Basic UDI-DI by clicking + Add a device:

© © o 4

Decision Device Device(s) Reasons for
languages group(s) decision
Device(s)

If the certificate includes identification of device(s) within its scope, add devices here

° Add a device

——— st

7. Provide either a Name, Reference/Catalogue number or Basic UDI-DI.

* Provide one of the below

O Name
O Reference/Catalogue number

O Basic UDI-DI

If you select the Basic UDI-DI, the Enter Basic UDI-DI code field is displayed.
Enter the Basic UDI-DI code and click Check registry:
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Device(s)

Basic UDI-DI - v

* Provide one of the below
O Name
O Reference/Catalogue number

@ Basic UDI-DI

“ Enter Basic UDI-DI code:

12345-not-in-UDI-2X5 Check registry

ﬁ Remove this device

o Add a device

In the pop-up window either select the device from the list (if the device is already
registered in EUDAMED) or click the Enter data manually button (if the device is not
yet registered in EUDAMED) to add the Basic UDI-DI manually:

xClose
xClose . ) Close
Find a basic UDI-DI Find a basic UDI-DI

Basic UDI-DI 12345DEVA0FY [GS1], Ciass b No data available

Basic UDI-DI 12345DEV30FV [GS1], Class IIb
o Select the relevant result above. If there are no results or they are not applicable, please select the option 'Enter

Basic UDI-DI 12345DEV20FS [GS1], Class Il data manually'

Basic UDI-DI 12345DEV10FP [GS1). Class Il

Basic UDI-DI 12345REFUSED-CRFF2 [GS1], Class Il
Enter data manually Cancel

After clicking Enter data manually, a new screen appears. Provide the Issuing
Agency and the risk class of the device:
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Basic UDI-DI - 12345-not-in-UDI-2X5 v

* Basic UDI-DI

12345-not-in-UDI-2X5

* Issuing Agency:

GSs1 v

* Risk class
The device is of:
O Class A (Sterile)
O Class B
@ ClssC

O Class D

Specify if the device model is applicable or not:

Device model applicable Device model applicable

Yes o No € Devico model s required by defauit unless you selectthe option - No Yes O No O oo is required jon - No

* Device Model

* Name:

Name:

8. Click Save & Next.

5.2.4 Reasons for the decision

Select one, or multiple, reason(s) for the refusal/withdrawal decision and provide a
comment. The Decision on refusal document is optional:
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© © G

Decision Device Device(s)
languages group(s)

Reasons for decision

* Reason for Refusal
Compliance: failure to close non-conformities

Compliance: Quality Management System failure

Compliance: product quality issues

Compliance: Requirements of MDR/VDR Regulations not met
Client: manufacturer has gone out of business

Client: fails to meet contractual obligations

Oo0/soOo/|O

Other

* Reason for refusal/withdrawal comment (PT):

Some reason|

3

Decision on refusal document

Upload refusal document

You may preview your choice, or click Submit:

Eape!

Refused certificate registration

° Congratulations. You have successfully registered your refused certificate

Your refused certificate application reference number Is Demo. TW2

What do you want to do now?

View the refused certificate you just created - application reference number Demo TW2

Go to the homepage

Register a refused certificate

Reasons for
decision
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6 Update an issued

certificate

1. On the EUDAMED Dashboard, click on Manage your cettificates:
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

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-Dis/Device Certificates management Applications/Refused certificates
Assess user access requests Manage SS(C)P Register an issued certificate Register a refused certificate

Manage your users Manage your certificates Register a withdrawn/refused application

Manage your refused certificates/applications

CECP

Register a Clinical Evaluation Consultation
Procedure (CECP)

Manage your CECPs

2. Filter the certificates to state Registered, by default, the state filter is on draft:

Filter ¥

Certificate Type Certificate number
: |
Role Actor ID/SRN Name
- |
Status
. 4
* State

St
I

l Registered
s
Discarded

Active filters

State: Draft | Clear search

3. Click on the three dots under Action for the certificate you want to update, a
contextual menu will display the possible operations over the selected certificate:
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Active filters:

State: Registered | Clear search

Showing 1 to 20 of 32 entries Show 20 v entries per page
MF/PR Actor IDISRN  MF/PR Name Certificate number 11 Certificate type i S Status State Actions
issue I expiry IT
my - number (MDR) EU technical
BE-MF-000000662 Alfa Industries [All languages] % MiE% &HKJHK 128 documentation assessment 2022-03-30  2027-06-30 Issued ® Registered
characters certificate (Annex IX Chapter 1)
@ tificat
(MDR) EU guality management “
BE-MF-000000662 Alfa Industries [All languages] ~ MDR/QMS/Demo/22.Q1.2  system certificate (Annex IX 20220311 2027-03-11  Issued
Chapter 1)
(MDR) EU technical
BE-MF-000000662 Alfa Industries [All languages]  Test005 documentation assessment 2022-03-10  2023-0310  Supple
certificate (Annex IX Chapter II)
(MDR) EU quality management &
BE-MF-000000662 Alfa Industries [All languages] Test006 system certificate (Annex IX 20220310  2027-03-10 Issued
Chapter 1)
New Release Test and ¢
BE-MF-000000331 Flayground Org (Al languages], ., 45465 (MDR)EU bpe-examnation 5,07 53,40 20230310 Issued 4

New Release Test and
Playground Org [FR]

certificate (Annex X)

TIP
The certificate you want to update is missing?

Verify that your certificate is not in draft state within the Certificate management page.

If a draft version exists, it must be registered or deleted; only certificates in registered

state can be updated.

6.1 Amend

1. To amend a certificate, repeat steps from Update a certificate [43], click the three dots

under Actions and click Amend Cetrtificate:

® Registered

View Certificaie

# Amend Certificate

# Suspend Certificate
# Withdraw Certificate

# Cancel (by MF) Certificate

2. You will arrive to the following page:

Update an issued certificate
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Amended Certificate registration

* Section in which it is mandatory to provide new data or maodify existing data

(*) Section in which it is optional to enter/modify data

3.

5.

Certificate identification

(%) Centificate language(s)
Device groupl(s)
Device(s)

* Certificate details

Certificate identification
Notified body information

Notified Body number:
Name:
Country:

Manufacturer identification

Version 2 [Curreng | Lsst upaste dste: Ml 20210419
Actor ID/SRN:
‘Organisation name:
Address:

Authorised representative identification

Version 1 [Current] | Last update dete: B 2021.04.18
Actor ID/SRN:
Organisation name:
Address:

Remove this authorised representative

# Update with new actor version

# Update with new actor version

To select another version of the Manufacturer, Producer or Authorised representative,
click on Update with new actor version link.

You will see a dialog to select another version of this actor (if one exists):

Manufacturer identification

Version 2 [Current] | Last update date: B 2021-04-19

Select the new actor version inthe list

Actor ID/SRN:

Role: Manufacturer

Country: United Kingdom (excl. Northem Ireland)

Actor | Organisation name:

Address: London
Email:

Telephone number: -

Select this version

Cancel

[Version 1]

Click the Select this version button to select the actor version and close this dialog.
The Preceding certificate information box displays core information about the
preceding certificate:

Preceding certificate information

Applicable legislation:
Certificate type:

Certificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

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

(MDR) EU type-examination certificate (Annex X)
MDR/TE/SS(C)P/089-654

Rev.1

2021-06-29

2021-06-29

2022-06-29

Issued

Below that, you will see the following:
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New Certificate Information

* Certificate Number: Revision number:

‘ MDR/TE/SS(C)P/089-654 Rev.1

* Date of issue:

YYYY-MM-DD

Status: * Starting validity date:
Amended

YYYY-MM-DD

6. The certificate number might change, if it is the case, enter the new Certificate
Number and add a revision number. Enter the date of issue and the starting validity
date.

Select one of the reasons for the change to the certificate and add a comment in the
language in which the certificate was registered:

* Status change reason

Editorial change of manufacturer/authorized representative
Change of manufacturer's data

Change of Authorised representative’s data

Change of Authorised representative (SRN)

Other

oooogon

* Comment (DE)

7. Inthe next steps, you will have to enter the information as if you were creating a new
certificate:

Certificate identification

(%) Certificate language(s)
Device(s)

* Certificate details

8. To provide the new Certificate document, tick the relevant languages and click
Browse to upload the document(s) from your computer. You can upload either one
document containing one/some language(s) or one document covering all languages:
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Certificate document

* Select the language of the certificate:

MDE [AFR [INL

9. Once complete, click either Save to save your work without submitting, or Submit:

6.2 Supplement

To supplement a certificate, click the three dots next to the desired certificate and then
click Supplement Cetrtificate from the dropdown menu:

Active filters

State: Registered Clear all filters

Showing 1 to 20 of 34 entries

MF/PR Actor ID/SRN MF/PR Name

Business B6 Unit

EEMEII00006, Manufacturer [All languages]

Business B6 Unit

BE-MF-O0006s Manufacturer [All languages]

IE-MF-000000221 QUASAR [All languages]

Certificate number it

Test3-D-01

test2-ll

MDR/QA/DeviceGroup/72

Cancel

—
Show| 20 v | entres per page

Certificate !)ale of Dah? of Sintus Siate Kediona
type issue It expiry It

(IVDR) EU

technical

documentation
assessment
certificate
(Annex IX
Chapter II)

2021-08-20 2026-08-20 Issued ® Registered

@ View Certificate

#  Amend Ceriificate
(MDR) EU
technical
documentation
assessment
certificate
(Annex IX
Chapter Il)

#  Restrict Certificate

2021-08-20  2026-08-31  Issued bt

N

Withdraw Ceriificate

N

Cancel (by MF) Certificate

(MDR) EU

quality

asSUMANCE  5071.08-18 2021-08-19  Reinstatet _
certificate

(Annex XI Part

A)

~

Re-issue Certificate

On the next screen, you will find all information relevant to the specific certificate and a

menu with different sections on the left.

1. Complete the information in the Certificate identification section:
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Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data
(") Section in which it is optional to enter/modify data

Centiicate identificatior Certificate identification
(") Certificate language(s) Notified body information
* Device(s) Notified Body number:

Name:
* Certificate details
Country: Germany
) SS(C)Ps
Manufacturer identification
Actor ID/SRN:
Organisation name:
Address:

Preceding certificate information

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

Certificate type: {MDR) EU technical documentation assessment ceriificate (Annex IX Chapter Il}
Certificate identifier: MDR/TDA/SS(C)P

Revision number: Rev2

Date of issue: 2021-09-15

Starting certificate validity date: 2021-09-15

Date of expiry: 2026-03-15

Status: Reinstated

2. Scroll down and fill in the New Cetrtificate Information:

New Certificate Information

* Cenificate Number Resvision number

: Test3-D-01 . | Rev.1

* Date of 1ssue * Date of expiry

2021-08-24| = | 2026-08-20

O-MM-DOD WY -MM-DD

Status: * Starting validity date:

Supplemented 2021-08-24 =
-"'f'f'\" RMM-DD ) .

s

" Status change reason
B Product: add a device{s)/group of device{s}

[ Product: change to the approved type/device
O Other

* Comment (ML)

new device

3. Provide comments in each certificate language and click Save to proceed:
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* Comment (FR)

new device

* Comment (DE)

new device

“ Conce

4. Click on the Devices tab on the menu on the left, then click Add a device:

Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data

(*) Section in which it is optional to enter/modify data

Certificate identification Device(s)

(') Ceificate Ianguage(s) Basic UDI.DI - 1234550171 ~

Device(s)

* Certificate details
Basic UDI-DI - 123455027N -~

° Add a device

() SS(C)Ps

NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose

Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Basic UDI-DI! 9 3 [GS1] - Class C - sdfgdsfgs

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED public site.

5. Click on the banner marked /tem to expand the information for this device:
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Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data
(*) Section in which it is optional to enter/modify data

* Certificate identification

Device(s)
) Cortihcate lonpumnie) Basic UDI-DI - 123455017L a
Device(s)
Basic UDI-DI - 123455007J ~
* Certificate details
Basic UDLDI - 123455027N -
() SS(C)Ps
Item #4 A

o Add 3 device!
S cancel

6. Type the desired Basic UDI-DI code and click Search:

Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data
(*) Section in which it is optional to enter/modify data

Certificate identification DEViCE(S)

[DCoics mamnt) Basic UDIDI - 1234550171 -~

Basic UDI-DI - 123455007J

* Centificate details
Basic UDI-DI - 123455027N -~

* Enter Basic UDI-DI code:

() SS(C)Ps

| 12345 l

Device type

Codes according to the device type

* Codes
The official document with the

- @ complete information of Codes can

be found here

MDA 0000

7. Fillin all the new details for the supplement, i.e. choose Device type and provide the
intended purpose:

* Certificate identification Device(s)

£ Coeiicats lnxmgeis) Basic UDI-DI - 1234550171 7

Basic UDI-DI - 123455007J v

* Certificate details

() Ss(CPs Basic UDI-DI code: 123455007J
Issuing Entity: Gs1

Risk class: Class lib

Device type
Codes according to the device type

* Codes:

The effieial sacument with the
v @ complete information of Codes can
be found here
MDAO101 - Active B
implantable devices for

stimulation/inhibition
/monitoring

vices delivering drugs or other substances i Remove

MDA0102 - Active
implantable devices

delivering drugs or other The officiel document with the
A = €@ complete information of Codes can
be found here
MDA 0000

8. Once you have provided the necessary information, click Save:
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Intended purpose - German (DE)

* Add the intended purpose (DE)

intended purpose]

il Remove this device
o Add a device

m il

9. Click on the Certificate details section from the menu on the left and complete all the
steps:
Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data
(%) Section in which it is optional to enter/modify data

e oot Certificate details

(") Centificate language(s)

* Device(s) Conditions and limitations

Yes () No @ conitions o imitations are required uniess you select the option - N
Centificate details
') SS(CIPs Conditions and imitations - German (DE) v

* Conditions and limitations (DE)

Some conditions

Conditions and limitations - French (FR) v

* Conditions and limitations (FR)

Some limitations

10. To provide the new Certificate document, tick the relevant languages and click
Browse to upload the document(s) from your computer. You can upload either one
document containing one/some language(s) or one document covering all languages:

Certificate document

* Select the language of the cerificate:

MDE [AFR [N

Browse 'h

11. Once you have successfully uploaded the new certificate document(s), click Save.
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Certificate document

* Select the language of the certificate:

[ oom |

1 file uploaded successfully

NB X)X - Certificate [DE, FR, NL] [PDF 212 KB x

Sae Fancel

12. Next, decide either to create a new version of the SS(C)Ps, or link new devices to
the existing one. Click on the next menu section, i.e. SS(C)Ps, then click Create new
version:

Supplemented Certificate registration

* Section in which it is mandatory 10 provide new data or modify existing data
(*) Section in which it is optional o enter/modify data

o M SS(C)Ps
—
(") Device groupi(s)
(") Device(s)
* Certificate details e = e
(1SS(CPs Basic UDI-Di{s) code: 1234551672

° Add a new device to this SS(C)P

N Master document version 1 [Current] | @ Not validated | Upload date 2022-03-10
$S(C)P master document: NB 000X - SS(C)Ppdf [212 KB] [BG]
S5(C)P revision number: Rev.1
Uploaded from: Certificate registration
Date issued: 2022-03-10

o Be aware thal if there are devices within the scope of the certificate that are;
> lib implantable that are sutures, staples, dental filings, dental braces, footh crowns, screws, wedges, plates, wires, pins, clips or
connectors
> lia implantable
a sscp with related information such as the Basic UDI-DI{f not aiready provided) will be required o provide in the SSCP slep.

13. Fill in the information for the new SS(C)P document version and upload the new
master document in the pre-selected language:

Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data

(*) Section in which it is optional to enterimodify data

* Certificate identification SS(C)PS
e
* Device(s)

Create a new version of this SS(C)P master document
Upload a new version of the master document

* Certificate details

* SS(C)P reference number: * SS(C)P revision number.

ABC/500 new revision number ‘

* Date issued:

‘ n

YYYY-MU-DD

Language of the master document: Dutch

Browse

O 1 confirm that this version is the validated Master Document of the SS(C)P

Confirm Cancel
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14. Once you have uploaded the new SS(C)P master document, tick the confirmation box
and click Confirm:

Language of the master document: Dutch

1 file uploaded successfully

NB XX - SS(C)P [NL] [PDF 212 KE ®

B | confirm that this version is the validated Master Document of the SS(C)P

Confirm Cancel

15. The system will display your newly created SS(C)P version for you to review. If you
discover a mistake, you can click Discard and re-do the process, alternatively click
Save:

Supplemented Certificate registration

* Section in which it is mandatory to provide new data or modify existing data
(*) Section in which t is optional to enterimodify data

* Certificate identification SS(C)Ps
* Device(s)

Basic UDI-DI(s) code: 123455017L

Master document version 2 [Current] | @ Validated | Upload date 2024-08-11 | See version history

$5(C)P master document: NE J000C - SS(C)P.pdf [212 KB] [NL]
SS(C)P revision number: RevS

Uploaded from: Certificate registration

Date issued: 2021-08-1

o Only the "validated” SS(C)P in the main language is mandatory. Please ensure that all Basic UDI-Dis have been entered before entering
S5(C)P details. If Basic UDI-Dis are changed afterwards, SS(C)P information must be re-entered

° Add SSCP
Coes

16. Rather than create a new SS(C)P version, the Notified Body may instead link new
devices to the original SS(C)P (version) by clicking Add a new device to this SS(C)P.
Select the device(s) from the pop-up display, then click Confirm:
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Supplemented Certificate registration

* Section in which il is mandatory to provide new data or modify existing data
{") Section in which il is optional 1o enter/modify data

Lo Chmcato SS(C)Ps
S
(") Dewice group(s)

(") Device(s) #Ciosa .

* Certificate details

Add a Basic UDI-DI
$S(C)P reference number: ABC| *Basic UDI-DK

1S3 Basic UDI-Di(s) code: 1234

ew device (i SS(CF
o Add a new device lo this SS(C)P * Basic UDIOlfs) by the

Select Basic UDI-Di{s) 1o b assocated with he SS{C)P and relsted nformation

R Master document version 1 [Current] | ) Not vakdated|
1~3 * Barsac UDI-DI code:
$5(C)P master document: NI
$S(C)P revision number: Rev
Uploaded from: Cert
Date issued: 202

6 Be aware that if there are devices within the scope of th
3 lib implantable that are sutures, staples, dental filings|
connectors
> lla mplantable
a sscp with relaled mformation such as the Basic UDI-DI(if not already provided) will be required to provide in the SSCP step.

NOTE
S If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose
Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:
Basic UDI-DI; 9. }[GS1] - Class C - sdfgdsfgs

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED pubilic site.

17. The selected device(s) will appear on the SS(C)P window, removable by clicking the
dustbin icon. You will notice the Create new version button is now inactive, only
reactivated if all newly linked devices are removed:

Update an issued certificate 54



EUDAMED user guide

£ Godiicalo Kericaton SS(C)Ps

S e
(*) Device group(s)

— =S

SS(CP reference number- ABC/100

Basic UDI-Di(s) code:

1234560683
o Add a new device lo this SS(CIP

Master document version 1 [Current] | © Not validated | Upload date 2022-03-10

$S(CIP master document: NB X000 - SS(C)Ppd (212 KBJ [BG] B
SS(C)P revision number: Rev.1

Uploaded from: Cerificate registration

Date issued: 2022-03-10

18. When you have fully reviewed all the information provided, click Submit:
Save ¢ Cancal

19. The system will confirm the successful registration of the Supplemented certificate:

Certificate registration
o Congratulations. You have successfully registered your Supplemented certificate

Your certificate number is Test3-D-01
What do you want to do now?

View the certificate you just created - Cenificate number Test3-D-01

Goto lhe{ig]ﬂ‘epage

6.3 Restrict certificate

To restrict a certificate, click on the three dots next to the desired certificate and then from
the dropdown menu, click Restrict Certificate:

Showing 1to 20 of 34 entries Show | 20 “ | enlnes per page

Centificate te of Date of
MF/PR Actor IVSRN MF/PR Name Certificate number It e T o Status

type issue 1% expiry It

(MDR) EU
technical
Business B6 Unit documentation

BE-MF-000000065 test2-ll assessment  2021-08-20 2026-08-31 Issued ® Registered -
Manufacturer [All languages] g

(Annex IX @
Chapter Il)

Certificate

#  Amend Cerlificate
(IVDR} EU
technical

documentation

#  Besirct Cerbficate
Business B6 Unit # Supplement Certificate
’

BE-MF-000000065 Test3-D-01 assessment 2021-08-20 2026-08-20 |Issued
Manufacturer [All languages]
cerificate
(Annex 1X

Chapter Il

(MDR) EU 4 Canedly
quality
QUASAR [All languages] management
IE-MF-000000221 BE-PR-000000324 SPPP_Release71 [All MDR/QMS/Other/Comments system 2021-08-18 2026-08-11  Supplementea @ Kegistersn bl
languages] cerificate
(Annex X
Chapter |)
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On the next screen, you will find all information relevant to the specific certificate and a
menu with different sections on the left.

1.  Complete the details for the default Certificate identification tab:

Restricted Certificate registration

* Section in which it is mandatory to provide new data or modify existing data

(*) Section in which it is optional to enter/modify data
Certificate identification
(") Certificate language(s) Notified body information
* Device(s) Notified Body number:

Name:
* Certificate details
Country: Germany
(") SS(C)Ps
Manufacturer identification
Actor ID/SRN:
Organisation name:
Address:

Preceding certificate information

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

Certificate type: (MDR) EU technical documentation assessment certificate (Annex IX Chapter Il)
Certificate identifier: MDR/TDA/BUDI/SS(C)P

Revision number: Rev1

Date of issue: 2021-09-23

Starting certificate validity date: 2021-09-23

Date of expiry: 2022-09-23

Status: Supplemented

2. Scroll down and fill in the New Cettificate Information:
» The certificate number might change, if it is the case, enter the new Certificate
number and a revision number. Alternatively, provide a Revision Number while
keeping the same Certificate Number.

» Select the date of expiry for this certificate and the starting date of validity of the
restriction.

Preceding certificate information

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

Certificate type: (MDR) EU technical documentation assessment certificate (Annex [X Chapter Il)
Certificate identifier: test2-l|

Revision number:

Date of issue: 2021-08-20

Starting certificate validity date: 2021-09-01

Date of expiry: 2026-08-31

Status: Issued

New Certificate Information

* Certificate Number Rewvision number
test2-ll ‘
O Duplicate preceding certificate
information found D‘?
* Date of issue * Date of expiry
=

| m

-
r

Status * Starting validity date

Restrcted

3. Scroll further down to the section Status change reason and select the reasons for
the certificate’s restriction (you can select more than one). In case you select Other,
you must provide comments in all relevant languages of the specific certificate:

Update an issued certificate



EUDAMED user guide

* Status change reason
Compliance: substantial changes implemented before approval
Compliance: failure to close non-conformities
Compliance: Quality Management System failure

Compliance: product quality issues

Product: obsolete — no longer placed on the market
Product: has been reclassified
NB reduces certificate scope
Other|
* Other reason (NL)

a
m}
O
B Compliance: Requirements of the MDR/IVDR Regulations not met
]
m}
m]
=

* Other reason (FR):

4. Provide comments in all the languages of the certificate and click Save:

* Comment (NL):

Comments

* Comment (FR):

Comments

i

5. Review all information under the Device(s) section, e.g. intended purpose, and where
needed/possible, update or remove information accordingly:

* Certificate identification Devi ce(s)

e ificate |
Glaiicas ot Basic UDLDI - 12345567894C v

* Certificate details Basic UDI-DI code: 12345567894C
Issuing Entity: GS1

() SSCRte) Risk class: Class Il

Device type
Codes according to the device type

* Codes:

The official document with the
Q complete information of Codes can
be found here
stimulation/inhibition

/monitoring ‘
MDA0102 - Active
implantable devices

1table devices for i ing and removal of . including devices for

delivering drugs or other

Codes:

The official document with the
‘ v @ complete information of Codes can
I be found here

MDA 0000

MDS1005 - Devices in sterile condition T Remove

MDT2001 - Devices manufactured using metal processing 1l Remove
Intended purpose

6. Fillin the intended purpose of the device in all the certificate’s languages and click
Save:
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Intended purpose
For devices in scope of a product procedure certificate, intended purpose must be provided in all certificate languages

Intended purpose - Dutch (NL) ~
* Add the intended purpose (NL)
Rf new intended purpose of this device|
~

Intended purpose - French (FR)

il Remove this device

Sole S

7. Review and update information under the Certificate details section in all relevant

languages:

* Certificate identification Certificate details

(*) Centificate language(s)

Conditions and limitations

Device(s)
' Yes O No o Conditions or limitations sre required unless you seledt the option - No
Conditions and limitations - Dutch (NL) v
* Conditions and limitations (ML)
Conditions test2
A

Conditions and limitations - French (FR)

Certificate document

* Select the language of the centificate

[OFR [CINL

=)

8. To provide the new Certificate document, tick the relevant languages and click
Browse to upload the document(s) from your computer. You can upload either one
document per language or one document covering all languages:

Certificate document

* Select the language of the certificate

FIFR AN

9. Once you have successfully uploaded the new certificate document(s), click Save:
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Certificate document

* Select the language of the certificate:

[ cow ]

1 file uploaded successfully

NB XXXX - Certificate [FR, NL] [PDF 212 KB] x

10. Click on the SS(C)Ps section from the menu on the left and click Create new
version:

Restricted Certificate registration

* Section in which it is mandatory to provide new data or modify existing data

(*) Section in which it is optional to enter/modify data

* Certificate identification SSCP(S,
— T
Device(s)
* Cortificate details
N | ISR retaencs ninber: Test2 Il
Basic UDLDI(s) code: 12345567894C

Master document version 1 [Current] | @ Validated | Upload date 2021.08-20

SS(C)P master document: mdeg_2019_9 _sscp_en pdf [128 KB] [FR]
SS{C)P revision number:
Uploaded from: Centificate registration

Date issued: 2021-08-20

o tmce

11. On the next screen, complete all the steps to create a new version, i.e. provide
SS(C)P revision number, issue date, upload SS(C)P document and click Confirm:

* Certificate identification sSsC F'(S)
i -
Device(s)

Create a new version of this $S(C)P master document

* Certificate detail
: e Upload a new version of the master document

(") SSCP(s)

* SS{C)P reference number *SS(C)P revision number
Test2 il
* Date issued
=)
YYYY-MM-DD E?
Language of the master document: French

Browse

O 1 confirm that this version is the validated Master Document of the SS(C)P

ki
St i

12. Next, the system will display your newly created SS(C)P version for you to review.
If you discover a mistake, you can click Discard and re-do the process, alternatively
click Save:
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* Certificate identification SSCP(S'
Device(s)
* Certificate details

SS(C)P reference number: Test2 1l
Basic UDI-Di(s) code: 12345567894C

Master document version 1 [Current] | © Validated | Upload date 2021-08-23

SS(C)P master document: NB X000 - SS(C)Ppef 212 KB] [FR]
SS(C)P revision number: Rev2

Uploaded from: Certificate registration

Date issued: 2021-08-23

Cancel

13. When you have fully reviewed all the information provided, click Submit. The system
will prompt you to confirm your submission. Click Yes to complete the process:

*Closa
Submission

Are you sure you want to register this cenificate?

“ -

6.4 Re-issue a Quality/Product certificate

1. To re-issue a certificate, for example due to its imminent expiry, click on the
Certificates management page, then filter to identify the certificate you want to re-
issue:

Certificates management

CURRENTACTY | saun (ot | Cioaw s

Welcome to EUDAMED

MOR

BELMF-002000002

Aty indsires (A isousges]
MDR EUDAMED

- B
Tasks

By moduln, consull, venty andior manage your own and relaind data (menaged by your aclor),

Liser management UDI-DisDevice

2. Select Registered as the state. From the list generated, in the Actions menu click the
three dots next to the intended issued certificate and select Re-issue Cettificate:
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Certificates management

Fiter T Sthawing 1 1o 20 of 31 entnes Show | 20 ¥

Date of Dats of

MFIPR Actor IDVSRN Certificate number 1T Certificate type BT expiry 11

Cartificate Type
{MOR}EU quality
Alfa Indursiries A8 managemant systom

BE-MF 000000662 MDR/OMS/Dema22 Q1 2 20220311 2097031 sued @ Regsiered
languages] certibcate {Annex 1X
Chapler 1) T
Role Actor IDISRN ® View Cenficate
e BE-MF-000000662 Test005 3.1 230310 Supple
Status
MDR) EU quality
Al Indursiries, (A8 . ol Sys
v HE-MF-000000662 lsisizedh: Tosk06 [MAngOMMA YW 20220310 20270310 Hsued
languages] certificate {Annex (X

Chaier 1)

* State

Registered . 4 BE-MF-000000381

Descarded

Registered
EU iy

Drant

Regstered

Active fillers

Clear all fiters

Stale Registered lear search

3. The next screen will display all relevant information of the certificate. If necessary,
click Update with new actor version:

Re-issued Certificate registration

Notified body information
Notified Body number:
Name:
Country: Germany

Manufacturer identification
Version 6 [History] | Last update date: B 2021.08-14
# Update with new actor version
Actor ID/SRN:

Organisation name:
Address:

Preceding certificate information

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

Centificate type: (MDR) EU quality management system certificate (Annex IX Chapter I)
Certificate identifier: QMs1+QMS2

Revision number: Rev1

Date of issue: 2021-09-15

Starting certificate validity date: 2021-09-15

Date of expiry: 2026-09-15

Status: Reissued

° Add another preceding certificate

4. Select the right actor version from the list:
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Manufacturer identification
Version & MHistory] | Last upsate date: B 2021.08.14
Select the new actor version in the list

BE-MF- — [Version 7] v

Actor ID/SRN: IEE——

Role: Manufacturer

Country: Belgium

Actor / Organisation name: Ve
Address: s——

Email: em————

phone number:

BE-MF. [Version 6] ~
BE-MF. [Version 5] ~
BEMF.C————————————————— [Version 4] ~
BE-MF-esssmmm——___———___— [Version 3] -~
BE-MF-SSEE————mm [Version 2] ~
BE-MF-Gm=— - Version 1] P

Cancel

5. Scroll down to the New Certificate Information section. Duplicate the certificate
identifier, and note the duplication warning message. Add a Revision number so it
differs from the preceding certificate — the warning disappears. Select the new issue
date, validity date and expiry date (noting the maximum period is five years). Now
click Save & Next to proceed:

AppUCADE IegIsIBUON: MU [KEGULATIUN (EUJ 20117149 O INSQICH QEVICES )
Certificate type: (MOR) EU quality management system cerlificale (Annex IX Chapler 1)

Certificate identifier: MDR/OMS/Demo/22 Q1.2

Re-issued Certificate registration Tl raaier:

Notified body infarmatian

Date of issue: 2070311
Nottied Body ramber: N5 103
e a Starting certificate validity date: 2022.03-11
e en Date of expiry: 2027-03-11
Menutacturer identification Status: Issued
e § e .
o i il

* Certificate Number Revision number
IMDR/OMS-‘DBMD'Z? Q12 Rev1
* Date of issue * Date of expiry
022-03-1 ] =]
Y-
Status * Starting validity date
Rerssued
o om\allml
—ceding certificat® inf
g prece
o Duplicate P
found

The next screen will display a timeline of steps to follow. Follow the order, starting
from the first section Certificate languages.

6. Click on Add more languages if necessary:
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Re-issued certificate registration

2 3 4 5
Manufacturer |dentification o ol

Ceriihcate e Gz B Carvhaty

S ———— uanguages etk

Certificate languages

Certificate identification Pleass provde cerdicats language(s)
Hoilfiod Body numbes: =2
[P —— . Polish [PL) || Slovak (5K) | | Slovenian (SL)

Country: Genmany

Applicable regulation: MOR [REGULATION [EL)
201TIT4S on medical dewces]

Cevtificate type: (MOR) EU quably managermesl systsm
cwdhcale {(Annex [N Chapler I}

Systemn of Procedure pack applicable: Ho

“{Add meea lan

/ Edd
Cevtificote Numbaor: new-cori -nusnber
Revision namber:
Shatuase Resysued
Stanting cenificate validity dare: 2021-08-24
Dot of ksswe: 2021-08-24
Dot of axpiny: J026-08-24

7. On the pop-up window, click on the desired languages and press Select:

I

Greek N Hungarian
Insh Italian

Latvian Lithuanian

I

Maltese Polish

Portuguese Romanian

I

Slovenian

Spanish Swedish

Cancel

8. Click Save & Next to proceed to the next section:

Re-issued certificate registration

Manufacturer identification n z 2 4 B 5_

Corilticate Dorvicd Foasils v i ST

anguages sriaty

Certificate languages

Certificate identification Plense provide cartiicate (anguagn(s)
Nedifiod Body numbaer: T
Ninine: T — Hunguiaa (1) X || el PL] || Shevalk (5K || Shcmnian (51)

Country: Germamy

Applicablo regulation: MOR (REGUUATION (EU)
2000745 on medscal dinaces)

Centificate type: (MOR] EU quality manasgement syslem

Sysiem o Proceduns pack applicabde: Mo 2 -

# Ede

" AR moes languacs(s | ¥

Cenificate Numbei: new-Cel-numies
Hewvision numbsee:

Statux: Reiroed

Starting contificate validity date: 2021-08-24
Date of Gssui: 20210524

Daie of expiry; 3006-08-24
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9. Fillin the information required to complete the Device group(s) step, when a
certificate is re-issued, no change can be made.

Re-issued certificate registration

Manufacturer identification

Certificate identification
Notified Body number: B

Name: T

Country: Germany

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

Certificate type: (MOR) EU quality management system
certificate (Annex IX Chapter I)

System or Procedure pack applicable: No

# Edit
Certificate Number: QMS1+QMS2

Revision number: Rev.2

Status: Reissued

Starting certificate validity date: 2021-09-23
Date of issue: 2021-09-23

Date of expiry: 2026-09-23

* Characteristic(s) of class | devices in the device group

E4Re-usable surgical instrument
[ With a measuring function

[JPiaced on the market in steiile condition

1 Remove this device group
o Add group

Cancel

e : :
Device Device(s rti

Certificate t
groupls) details

languages

Device group(s)

A device group - QMS1 v

* Identification of the device group.

A device group - QMS1

* Risk class

The device group contains device(s) of
M Class |

[Jclass lla

[JClass lib

[JClass i

* Characteristic(s) of class | devices in the device group

10. Click + Add a device group and then again on the appearing Device group item:

* Characteristic(s) of class | devices in the device group
FRe-usable surgical instrument
[With a measuring function

[JPlaced on the market in sterile condition

1 Remove this device group

Cancel

Fill in the required information and click Save & Next:
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Third device group L

* Identification of the device group

| Third device group

* Risk class

The dewice group contains device(s) of
[Class |

[JClass lia

FAClass lib

[ClClass It

i Remove this device group

o Add a device group

12. Fill in the information for the Device(s) step:

Cancel

Re-issued certificate registration

Manufacturer identification

Certificate identification

Notified Body number: S
Name:

Country: Germany

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

Centificate type: (MDR) EU quality management system
certificate (Annex X Chapter I)

System or Procedure pack applicable: No

# Edit
Certificate Number: QMS1+QMS2
Revision number: Rev2
Status: Reissued
Starting certificate validity date: 2021-09-23
Date of issue: 2021-09-23
Date of expiry: 2026-09-23

F g certificate ir
—SEEOMS 14QMS2Rev 1

Update an issued certificate

© © o 4

Certificate Device Device(s) Certificate
languages group(s) cetails
Device(s)

* Custom made class Il implantable

OYes ®No

* Provide one of the below
® Name

O Reference/Catalogue number
O Basic UDI-DI

* Name:

Device - QMS1

* Risk class
The device is of

|® Class |

OClass la
(O Class lib

O Class il

13. Click + Add a device and then click on the /ltem that displays under Device(s):
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& & & : :

Certificate Device Device(s) Certificate SS(C)Ps
languages group{s) details
Device(s)
Device - QMS1 ~
Item #2 A

___________________

14. Add the required information to complete this step and then click Save & Next:

& & @ : 2

Certificate Device Device(s) Certificate S5(C)Ps
languages group(s) details
Device(s)
Device - QMS1 A

* Custom made class Il implantable

®Yes OMNo

* Description:

ll Remove this device

o Add a device

15. Fill in the information required to complete the Certificate details step:
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Re-issued certificate registration

Manufacturer identification ° o o °

Certificate Device Device(s) Certificate
languages group(s) details

Certificate details

Certificate identification

* Special Device within the sco)
Notified Body number: M o b i e

Dewices manufactured utilising tissues or cells of animal origin or their derivatives
Name: [=== —
Country: Germany OYes ONo
Applicable regulation: MDR (REGULATION (EU) Devices manufactured utilising tissues or cells of human ongin or their dervatves
2017/745 on medical devices) OYes ONo

Centificate type: (MDR) EU quality management system
certificate (Annex [X Chapter [)
System or Procedure pack applicable: No OYes OnNo

Dewvices in sterle condition

Devices incorporating as an integral part an in vitro diagnostic device
7 Edit OYes Oho
Centificate Number: QMS1+QMS2
Revision number: Rev2
Status: Reissued OYes ONo
Starting certificate validity date: 2021-09-23
Date of issue: 2021-09-23
Date of expiry: 2026-09-23

Devices without an intended medical purpose listed in Annex XV1 to Regulation (EU) 2017/745:

Conditions and limitations

Yes a No o Conditions or limitations are required unless you select the option - No
Preceding certificate information
EOMS 1+#QMS2Rev 1 Conditions and limitations - Italian (IT)

16. Provide comments regarding Conditions and Limitations in each language you
selected:
Conditions and limitations - Slovenian (SL) b

* Conditions and limitations (SL):

Comments - QMS2

Conditions and limitations - Slovak (SK) v

* Conditions and limitations (SK):

Limtations QMS1

17. To provide the new re-issued certificate document, tick the relevant languages and
click Browse to upload the document(s) from your computer. You can upload either
one document per language or one document covering all languages:

Certificate document

* Select the language of the certificate

MHU MPL [FSK E SU
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18. Once you have successfully uploaded the new certificate document(s), click Save &
Next:

Certificate document

* Select the language of the certificate:

1 file uploaded successfully

NB XXXX - Certificate [HU, PL, SK, SL] [PDF 212 KB] %

At this point, depending on the specifics of the certificate, the system may take you to
the next step called SS(C)Ps. If not relevant for the specific certificate, this step will
be omitted. You have three possibilities when adding new devices.

M Add device(s) to an existing SS(C)P from the preceding certificate (see Step
19).

M Add device(s) to a new version of the SS(C)P from the preceding certificate
(see Step 20).

M Add device(s) to a newly registered SS(C)P (see Step 21).

19. Add device(s) to an existing SS(C)P from the preceding certificate.
Click on Add SS(C)P. The existing devices show, but are inactive. Select any new
device(s) and click Confirm:

© < © ] O

Manufacturer identification

Certificate Device Device(s) Certificate SS(C)Ps

BE-MF-000000662, Alfa Industnes languages group(s) details
SS(C)Ps

Certificate identification

ABG/800 2
Notified Body number: NB-1039 Add a Basic UDI-DI
Name: SGS Belgium NV * Basic UDI-DI(s] referenced in this certificate

st Sekoct B 151 10 bis assoriated wih he SS(C)F

Country: Belgium B Basic UDI-DI 123455157 | GS
Applicable regulation: MDR (REGULATION (EU)
2017/745 on medical devices) S§5(C)P reference number: * Basic UDI-Di{s) reg by the

1o ba &
ifi : (MDR) EU quality management system
Certificate type: (MDR) EU quality manag it systen Basic UDI-DI ’

certificate (Annex X Chapter I)

System or Procedure pack applicable: No / “
: m i ] B Secyoc i 2T
& Edit - B B 310 123455

Certificate Number: MDR/QMS/Demo/22.Q1.2
Master document version 1 [Current] | @ Va

Revision number: Rev 1

Status: Reissued §$5(C)P master document:
i i : 20220317
Starting certificate validity date: 2022.03-1 SS(CIP revision number
Date of issue: 2022.03-17
o e
Date of expiry: 2027-03-17 ploa om:
Date issued 2022-03-15

Preceding certificate information
6 Be aware that if there are devices within the scope of the ¢
NB-1039MDR/QMS/Demal22 Q1 2 R e s

roe_stanios dsntal fllinos de
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NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

%*Close
Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED public site.

The new device appears next to the dustbin icon. If you save now, the new device will
be linked to this version of the SS(C)P:

© /] V] o o

Manufacturer identification

Certificate Device Device(s) Certificate 85(C)Ps
BE-MF-000000662, Alfa industries languages group(s) details
SS(C)Ps

Certificate identification
ABC/800 v

Notified Body number: NB-1039
Name: SGS Belgium NV
Country: Belgium
Applicable regulation: MDR (REGULATION (EU)
2017/745 on medical devices) $5(C)P reference number: ABC/800

: (M EU qual 2 )
Certificate type: (MDR) EU quality managemenl system Basic UDI-DI(s) code
certificate (Annex X Chapler I)
System or Procedure pack applicable: No

# Edit

Certificate Number: MDR/QMS/Demo/22 Q1 2 o Add a ne
Revision number: Rev.1
Master document version 1 [Current] | @ Validated | Upload date 2022-03-15

Status: Reissued
Starting certificate validity date: 2022.03-17 $S(C)P master document: NB 000X - SS(C)Ppdf [212 KB] [BG]
Date of issue: 2022.03-17 $S(C)P revision number: Rev2
Date of expiry: 2027-03-17

Uploaded from: Certificate registration

Date issued 2022-03-15
Preceding certificate information
NB-1039MDR/QMS/Demo/22.Q1.2 L | I ; i § tha sartificata that I

20. Add devices to a new version of the SS(C)P from the preceding certificate. With this
approach, click Create new version:
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M facturer identificati O o ° O o

Certificate Device Device(s) Certificate Ss(C)Ps
BE-MF-000000662, Alfa Industries languages group(s) details

SS(C)Ps

Certificate identification
Notified Body number: NB-1039

Name: SGS Belgium NV

Country: Belguum

Applicable regulation: MDR (REGULATION (EU)

2017/745 on medical devices) $8(C)P reference number: ABC/800

VD  E Y I RS e Basic UDI-DI(s) code: 1234560572

certificate (Annex IX Chapter [) 1234560989

System or Procedure pack applicable: No 123455157X
# Edit o Add a new device to this SS(C)P

Certificate Number: MDR/OMS/Demo/22 Q1.2
Revision number: Rev.1

Status: Reissued $8(C)P master document: NB XXXX - SS(C)Ppdf [212 KB] [BG]
Starting certificate validity date: 2022.03-17

Master document version 1 [Current] | @ Validated | Upload date 2022-03-15

$8(C)P revision number: Rev2
Date of issue: 2022-03-17
Date of expiry: 2027-03-17 Uploaded from: Certificate registration
Date issued: 2022.03-15
Preceding certificate information
NB-1039MDRIQMS/Demo/22 Q1.2 e Be aware that ff there are devices within the scope of the certificate that are

» lIh imnlantahle thal are situres stanles dantal filinos dental hrares tooth crowns. screws wadnes nlates wires
Input the SS(C)P reference number, and create a revision number, then specify the
issue date:

© © © V] o

Manufacturer identification

Certificate Device Device(s) Certificate S5(C)Ps
BE-MF-000000662, Alfa Industries languages group(s) details
SS(C)Ps

Certificate identification
Notified Body number: NE-1039

Name: SGS Belgium NV

Country: Belgium L
Applicable regulation: MDR (REGULATION (EU) r

20177745 on medical devices) You are registering a new version of this SS{(C)P. You will be asked to change the revision number, provide the date
Certificate type: (MDR) EU quality management system issued by the manufacturer and upload a new master document. You may optionally link new Basic UDI-DI(s) to this

certificate (Annex IX Chapter 1) SS(C)P version
System or Procedure pack applicable: No .
SS(C)P information

# Edil * SS(C)P reference number * SS(C)P revision number

Certificate Number: MDR/QMS/Demo/22 Q1.2
Revision number: Rev 1
Status: Reissued

I ABC/800 ] | Rev|

* Date issued

Starting certificate validity date: 2022.03.17
Date of issue: 2022-03-17 | Mar 2022 = ¢ vt |

Date of expiry: 2027-03-17 YYYYMMDD 5o we

Language of » o Bulganan

“

Preceding certificate information
NB-1039MDR/QMS/Demo/22 Q1.2

Click Browse to locate and upload the master document, and click to confirm it is
validated:

1 file uploaded successfully

NB XXXX - SS(C)P [BG] [PDF 212 KB %

Device(s) information p | confirm that this version is the validated Master Document of the SS{C!PI

Basic UDI-DI associated with this S5{C|P

Basic UDI-D1 1234560572 [Ciass lla - Implantable]
Basic UDI-D1 1234560989 [Class lla - implantabile]
Basic UDI-D1 123455157X [Class lla - Implantabie]

o fo this SS(CIP

° Add a new devi
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Click + Add a new device to this SS(C)P, locate and select the new device, and
click Confirm to link it to this new SS(C)P version:

Add a Basic UDI-DI

* Basic UDI-Di(s) referenced in this certificate
1 file uploaded successfully

Select Basic UDI-DI(s) to be associated with the SS(C)P and related information

NB XXXX - SS(C)P [BG] B Basic UDI-DI 123455157X [ GS1], Class lla

p | confirm that this version is the validated Master D " Basic UDI-DI(s) registered by the referenced manufacturer

Select Basic UDI-DI(s) to be associated with the S5(C)P and related information

Device(s) information * Basic UDI-DI code

Basic UDI-DI associated with this SS(C)P

Basic UDI-DI 123456057Z [Class lla plantable] B Basic UDI-DI 123 GS1), Class li
Basic UDI-DI 1234560989 [CI a - Implantable] B Basic UDI-DI 123 GS1], Class lla
Basic UDI-DI 123455153 [Class lla - Implantable] E Basic UDI-QI 1234560887 | GS1] ‘::-l“al'l}

Basic UDI-DI 1234560683 [ GS1], Class lia

o Add a new device to this SS(C)P (] Basic UDI-DI 1234560785 | GS1], Class lia

NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your certificate, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

%xClose
Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Basic UDI-DI{_ % [GS1] - Class C - sdfgdsfgs
Submit my request Cancel

After the certificate is submitted, the state of the Basic UDI-DI will be updated
to Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED pubilic site.

Click Save, and when you register the certificate, this SS(C)P will be saved:
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Master document version 1 [Current] | @ Validate.

SS(CIP master document: NEB X
SS(CHP revision number: Rev.2
Uploaded trom:

Date issued.

o Be awate ih
> 18

Certificate identification

Notified Body number- N8.1039

Name: SGS Beigum NV

Country: Belgum

Applicable regulation: MOR (REGULATION (EU)
20177745 on medscal devices)

Certificate type: (MOR) EU quality management system
certificale (Annex [X Chapler 1)

System or Procedure pack applicable: No

# Edt
Certificate Number: MDR/IOMS/Demo/22 01 2
Revision number: fev 1
Status: Reissued
Starting certificate validity date: 2022.03.17
Date of issue; 2022.03-17
Date of expiry: 20270317

Preceding certificate information

SS(C)Ps

ABG/800 L

Dedete this draft

SS(C)P reference number:

Basic UDI-DI{s) code_

o Add & néw device 10 I

Master gocument version 1 [Current] | © Validated | Upload date 2022-03-17

S$8({C)P master document: NB YOO - SS{C)Ppdt [212 KB] [BG]

Cortificate regstration

S$5(C)P revision number.
Upioaded from:

Date issued. 20220317

o Bea

» dewices within the scope of the certificata that are

es, stapies, dental filings, dental braces, tooth crowns, screws, wedges, plates, wires

lod information such as the Basic UD)

Difif not already provided) will be required to provide in the SSC

21.

Registering a new SS(C)P, then adding device(s) to it. Click + Add SS(C)P, then

provide the reference and revision number:

Master document version 1 [Current] | @ Validated | Upload date 2022-03-17

§5(C)P master document:
S5(C)P revision number:
Uploaded from:

Date issued:

NB XXX - SS{CPpdi [212 KB] [BG]

Rewv 2
Cartificate registrabion

2022-00-17

5S(C)Ps

6 B aware that if th

¥ lib Emplantabie it
pins, cHps of COMng

» lla umph

a 5500 wilh relatag

838(C)P reference number w

SS{C)P reference number

ABC/805 Rev 1|

ﬁﬁ Remove this SS{CPF and metadata

SS{C)P revision number

Chetk registny

mm

Click Check registry. The system will confirm this is a new SS(C)P:

information below

SS(C)P ABC/805 Rev 1 is nol registered in EUDAMED for the selected manufacturer. Please provide the

Complete the fields for the new SS(C)P, including the master document language.
Click Browse to locate and upload the master document, confirming it is validated
(for Quality-type certificates):
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ABC/B05 v

SS(C)P ABC/805 Rev 1 1s nol registered in EUDAMED for the selected manufacturer. Please provide the
information below

SS(C)P reference number SS(C)P revision number

ABC/805 Rev.1

* Date issued

2022.0317 =]

YYYY-MM-DO

1 file uploaded successfully

* Select the document language

S NB XXXX - SS(C)P [BG] [PDF 212 KB x

* Prowide SS(C)P doCumaes

* Is this SS(C)P validated?

® Yes O No

* Is this SS(C)P validated?

D Yes O No

Device(s) information
Basic UDI-DI associated with this SS(C)P and certificate

No devices are associated yet

Scroll to the bottom and click + Add a new device to this SS(C)P, then select the
device(s). Click Confirm and Save:

Add a Basic UDI-DI

* Basic UDI-Dl{s) registerad by the referenced manufacturer
Select Basic UDI-DI{s) to be associated with the S5{C)P and related information

* Basic UDI-DI code

B Basic UDI-DI 1234560572 | GS1). Class Iid

[0 Basic UDI-D1 1234 80 [ GS1], Class lla
[J Basic UDI-DI 1234560847 | GS1], Class lla
[0 Basic UDI-DI 1234560683 ), G51], Class lla

[0 Basic UDI-DI 1234560785 | ¢ G1], Class lla

Canceal

22. After having reviewed all information, click Submit:
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23.

24.

2t % —

The system will prompt you to confirm your submission of a re-issued certificate.

Click Submit my request to finalise the process:

xClose
Submission

Are you sure you want 1o register this re-issued certificate?

The system will confirm your submission has been successful. You can also view the
newly created certificate by clicking on the link provided:

Certificate registration
o Congratulations. You have successfully registered your Reissued certificate

Your cerificate number is new-cert-number
What do you want to do now?

reated - Cenificate number new-cer-number

6.4.1 Merge certificates when re-issuing a Quality
certificate

1.

2.

Click on the three dots next to the desired certificate, then click Re-issue Certificate:

(MDR) EU
quality
management
|IE-MF-000000221 QUASAR [All languages] QMS1+QMS2 system 2021-08-18 2026-08-18 Reissued ® Registered
certificate
(Annex IX @ View Certificate

Chapter |
pter [) # Amend Certificate

{MDR) EU
quality
assurance ;

IE-MF-000000221 QUASAR [All languages] MDR/QA/Group+Devices s 2021-08-18 2026-06-07 Restricted -
(Annex XI Part # Suspend Certificate
A)

#  Restrict Certificate

Supplement Certificate

#  Wihdraw Ceriificate
(MDR) EU
quality
QUASAR [All languages] management
IE-MF-000000221,BE-PR-000000324 SPPP_Release71 [All MDR/QMS/Other/Comments system 2021-08-18 2026-08-11  Suppleme
languages] certificate

# Cancel (by MF} Certificate

# Re-issue Certificate

(Annex IX
Chapter 1)

On the next screen, click + Add another preceding certificate:
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Preceding certificate information

Applicable legislation:
Certificate type:

Certificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

© st anatpyposingcoict
New Certificate Information
* Certificate Number

Revision number

MDR (REGULATION (EU) 2017/745 on medical devices)
QMS1+QmMS2

Rev2

2021-08-18

2021-08-18

2026-08-18

Reinstated

* Date of issue

* Date of expiry

il

FYYY-MM-OD

Status
Reissued

YYYY-MM-DD

* Starting validity date

® |

Y Y-RAM-DD

3. Type the new preceding certificate number and optional revision number then click

Find:

Preceding certificate information

Applicable legislation:
Certificate type:

Certificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

MDR (REGULATION (EU) 2017/745 on medical devices)
(MDR) EU quality management system certificate (Annex [X Chapter )

Qams1
Rev1
2021-09-14
2021-09-14
2022-09-14
Issued

Provide the Certificate number of the Certificate(s) you want to merge

* Preceding cettificate number: Preceding certificate revision number.

ams2 ‘ |

1ill Remove this preceding certificate

4. When there is more than one certificate with the same reference number and no
revision number is provided, the system will display a selection dialog:

Find a certificate
QMS2 OtherRevision (ISSUED)

QMS2 Rev.1 (ISSUED)

xClose

5. The new preceding certificate information will appear on the list. You have the option

of removing it:
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6.

7.

Preceding certificate information

Applicable legislation:
Cenificate type:

Cenrtificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

Applicable legislation:
Certificate type:

Cenrtificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

il Remove th{}xecedﬁng cerificate

New Certificate Information

* Certificate Number:

cert-merge-2

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

(MDR) EU quality management system certificate (Annex IX Chapter 1)
aMs1+QMSs2

Rev.2

2021-08-18

2021-08-18

2026-08-18

Reinstated

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

(MDR) EU guality management system certificate (Annex IX Chapter 1)
amsz

Rev.1

2021-06-16

2021-06-16

2026-06-16

Issued

Next, fill in the New Certificate Information and click Save & Next:

Revision number

* Date of issue:

* Date of expiry:

2021-08-24 2026 T =
YYYY-MM-DD YYYEMMDD
Status: * Starting validity date:
Reissued 2021-08-24 e
.\r"Y'YY-I\.TM-DD

Save & Next Cancel

The next screen will display a timeline of steps. Follow the order, starting from the first
section Certificate languages.

Click Add more languages if necessary and click Save & Next to complete this step:
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Manufacturer identification
T

Certificate identification
Heaified Body number:
Name:

Country: Germany

Applicable regulation: MOR REGULATION (EU)
20177745 on medcal deaces)

Centificate type: (MDR) EU quality mansgement system
cortibcate {Annax D Chapter I}

Sysiom or Procedure pack applicable: Mo

Cenificate Number: new-cef-number
Revislon numbsr:

Statux: Riessued

Starting corificate validity date: 20210824
Date of issue: 20210824

Date of expiry: 2006-08-24

Re-issued certificate registration

(1] 2 3

Costimcate
anguages

Certificate languages

Please prownde candcate language(s)
Hungarian {HU) Polish (PL) | Slovak [SK) | | Siovensan (SL)

“Add moes languace(s) P

m

8. Inthe next step — Device group(s) — EUDAMED will populate the device groups from
the preceding certificate(s), if any. Verify the merged certificate and fill in any required

information:

Re-issued certificate registration

Manufacturer identification

Certificate Device
] languages group(s)

(2] 3
e

Device group(s)

Certificate identification

Notified Body number: B A device group - QMS1 v

Name: T
Country: Germany .
Applicable regulation: MDR (REGULATION (EU)

2017/745 on medical devices)

Certificate type: (MDR) EU quality management system
certiicate (Annex IX Chapter 1)

System or Procedure pack applicable: No

# Edit
Certificate Number: QMS1+QMS2

Revision number: Rev2

Status: Reissued

Starting certificate validity date: 2021-09-23
Date of issue: 2021-09-23

Date of expiry: 2026.09-23

9. To proceed to the next step, click Save & Next:

Manufacturer identification ° . '90

Identification of the device group

A device group - QMS1

* Risk class

The device group contains device(s) of:
MClass |

[Class lla

[IClass b

Oclass

* Characteristic(s) of class | devices in the device group

3 4

e
L | e— imrguages wroupis)

Device group(s)

Certificate identification

Hotifiod Body numbser: S Dovice group - GMS1

Hamo:
Comntry: Geemany

Applicable regulation: MOR [REGULATION EU)
2017745 on medical deaces)

Cortificase type: [MWOR) EU qualty management system

Davica group - OMSZ

Device group - GM32

casticate (Annex X Chaptar [} o & kirdoe SR

System o¢ Procadure pack apphicsble: Mo

Cartificate Numbser: <ont-marge-Z el

Revisson nembar:

Status: Rsssued

Stastimg certificate walidity date: 20210424
Dato of sua: 20710824

Date of expiry: 2026-08-20

As the remaining actions to complete the process are identical to re-issuing a Quality
certificate, please consult steps 11-20 of Re-issuing a Quality/Product certificate [60].
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7 Decisions over an issued

certificate

7.1 Suspend

1. Click on the Certificates management page and then filter to identify the certificate
you want to suspend.

2. Click on the three dots under Actions and click Suspend Certificate:

® Registered see

@® View Cerificate

# Amend Certificate

# Suspend Certificate

# Withdraw Certificate

# Cancel (by MF) Certificate

TIP
@ Suspend Certificate is missing?

» Verify that your certificate is not in Draft state within the certificate management
page.

 If a draft version exists, it must be registered or deleted. The Suspend
Certificate operation will now be available.

3. You will arrive to the following page:
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Certificate suspension

Notified Body number: I

Name: [ A

Country: Germany

System and/or Procedure Pack Producer Identification

Organisation name: BEE——
Actor IDISRN: EVF———
Address: FVF——

Telephone number: -

Email:

Certificate details

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

Centificate type: (MDR) EU quality management system certificate {Annex IX Chapter I)
Certificate identifier: @ MDR/QMS/SPP-only -

Date of issue: 2021-09-21

Starting certificate validity date: 2021-09-21

Date of expiry: 2022-09-21

Status: Issued

Below you will find the Decision section:

Decision

* Decision date: * Starting decision applicability date

| a| | "
YYYY-MM-DD YYYY-MM-DD

* Status change reason
Compliance: substantial changes implemented before approval

Compliance: failure to close non-conformities

Compliance: Quality Management System failure

Compliance: product quality issues

Compliance: Requirements of the MDR/IVDR Regulations not met
Client: fails to meet contractual obligations

Other

oooomOd

* Comment (FR):

* Comment (EL)

Enter the date when the decision to suspend the certificate was taken, the date it will

apply from, and the reason for the suspension.

Upload the decision document in the correct language. Once you are done, click

Submit.
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7.2 Withdraw

1. Click on the Certificates management page then filter to identify the certificate you
want to withdraw.

2. Click on the three dots under Actions to withdraw and click Withdraw Certificate:

@ Registered
® View Certificate
# Amend Certificate

# Suspend Certificate

# Withdraw Certificate

# Cancel (by MF) Certificate

TIP
Withdraw Certificate is missing?

Verify that your certificate is not in Draft state within the certificate management

page.

If a draft version exists, it must be registered or deleted. The Withdraw Certificate
operation will now be available.

3.  You will arrive to the following page:
Certificate withdrawal

Notified Body number: I

Name:

Country: Germany

Manufacturer identification

Organisation name: Be———
Actor ID/SRN: EEESS——
Address: s

Telephone number:

Email: | —

Certificate details

Applicable legislation: VDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
Certificate type: (IVDR) EU quality management system certificate (Annex X Chapter |
Certificate identifier: @ IVDR/QMS/Supplemented Rev.2

Preceding certificate identifier: IVDR/QMS/Supplemented

Date of issue: 2021-09-15

Starting certificate validity date: 2021-09-15

Date of expiry: 2022-09-14

Status: Supplemented

Status reason: Product: add a device(s)/group of device(s)

Decision comments: Added a device [ET]

4. Below you will find the Decision section:
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Decision
* Decision date * Starting decision applicability date

8| e
YYYY-MM-DD YYYY-MM-DD

* Status change reason
Compliance: substantial changes implemented before approval

Compliance: failure to close non-conformities

Compliance: Quality Management System failure

Compliance: product quality issues

Compliance: Requirements of the MDR/IVDR Regulations not met
Product: obsolete — no longer placed on the market

Product: has been reclassified

Client: is no longer the legal manufacturer

Client: has transferred to another NB

Client: fails to meet contractual obligations

Other

gooooooombod

* Comment (IT):

apply from and the reason it is being withdrawn.

6. Upload the decision document in the correct language. Once you are done, click
Submit:

7.3 Cancel (by MF)

Enter the date when the decision to withdraw the certificate was taken, the date it will

1. To cancel a certificate (by the manufacturer), click on the three dots under Actions to

cancel and then click Cancel (by MF) Certificate:

® Registered ses
@ View Certificate
# Amend Certificate
# Suspend Cerificate

# Withdraw Certificate

# Cancel (by MF) Certificate
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TIP
Cancel (by MF) Certificate is missing?

 Verify that your certificate is not in Draft state within the certificate management
page.

* If a draft version exists, it must be registered or deleted. The Cancel (by MF)
Certificate operation will now be available.

2. You will arrive to the following page:

Certificate cancellation

Notified Body number: mF=——

Name:

Country: Germany

Manufacturer identification
Organisation name: L
P T ————

Address; m—————
Telephone number: ===

Email: e—ce———=
Certificate details
Applicable legislation: MDR (REGULATION (EU) 2017/745 on medical devices)

Certificate type: (MDR) EU quality management system certificate (Annex IX Chapter

Cerntificate identifier: @ ams1
Date of issue: 2021-09-14
Starting centificate validity date: 2021-09-14
Date of expiry: 2022-09-14
Status: Issued

3. Below you will find the Decision section. Enter the date when the decision to cancel

the certificate was taken, the date the cancellation applies from, and the reason for
the cancellation:

Decision
* Decision date Starting decision applicability date

20211217

111

ik

YYYY-MM-DD YYYY-MM-DD

* Status change reason
H other

* Other reason (EN)

* Comment (EN)

4. Upload the decision document in the correct language:
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Decision document

Upload decision document

=y

Browse

5. Once you are done, click Submit.

7.4 Re-instate certificate

1. To re-instate a certificate, click on the three dots under Actions to reinstate and click
Re-instate Certificate:

1ded

@

}"

® Registered sne
Wiew Certificate
Suspend Certificate

Re-instate Certificate

Withdraw Certificate

Cancel (by MF) Certificate

TIP
@ Re-instate Certificate is missing?

» Verify that the status of the certificate is Suspended.

* Only suspended certificates can be reinstated.

2. You will arrive to the following page:
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3.

Certificate reinstatement

Notified Body number: B~

Name: [
Country: Germany

Manufacturer identification

O isation name:
Actor IDISRN: B
Addrass:

number:

Email: s

Certificate details
Applicable legislation:
Certificate type:
Certificate identifier: @
Date of issue:
Starting certificate validity date:
Date of expiry:
Status:

Status reason:

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

(MDR) EU quality management system certificate (Annex IX Chapter I)

QMS2 OtherRevision
2021-09-20
2021-09-20
2026-09-20

Suspended

Compliance: Requirements of the MDR/IVDR Regulations not met

Below you will find the Decision section:

Decision
* Decision date

* Starting decision applicabilty date

YYYY-MM-DD

* Status change reason

YYYY-MM-DD

[ certificate reinstated as issue now resolved

[J other

* Comment (Fl):

Enter the date when the decision to reinstate the certificate was taken, the date from

Upload the decision document in the correct language:
Decision document

Upload decision document

Llm

Once you are done, click Submit.

which the reinstatement applies, and the reason for the reinstatement.
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8 Certificate management

8.1 Issued certificates

8.1.1 View certificate

1.

2.

Click Manage your certificates on your dashboard:

CURRENT ACTOR: hotrfed Bocy, [Beigumi $hcbfcatons
HOR LUDEMLD & the T aysies deveoped By Fe Doupean Commasks & mplemen
ppulation (FU) 2017745 oo e devices and Saguiston (EU} 204 7748 on in vitng
i Fropd %
WO DEMEED i piraciorwd [ cted moduls
Tasks
By module. consil, verfy sadior manage your own &nd reisted dats (manaped by your scion, decendng on your orofie
User management UD-Hs Device Cerbificales managemend Apphcatans Retused cerficates
i
CECP
Search & View
Overvire nf nodguiss slowing yis 52 S0Ench 80 waw detels, qupendng on yout jrofe
3 A U0 e Lol moc
Acbors LAN-D s Dewire 5. Issvedfcfused ceriificates

By default the system will display your certificates in Draft state. Use the Filter button
to help find the required certificate, enter your search criteria (at least one). Then click
Apply filters:
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CURRENT ACTOR: Notfied Body, [Beigum] #Nctifications

Certificates management

Regaier an ssued cartficale

Active fitery

Stete  Drafl

hawing 1 ta 20 of 24 ankres LW DT DG

Date of Date of

MFIPR Actor IV SRN MF PR Marmae Cortificate number I Corficate type Status
snae % enpiry L1

—_— DR V) qually
T
CR-PR-O00000383 [ —— RS SR ¥ M8-08-01 Supplerented @ Orafl ns
certfrate (Anmes [
e
Chagter
— —
— —
_— e = st
[all 0 0402 AL-PF 1 E— -Eot SSTRnce Corbhicy eatrcied - # "
———— - ¥
———
VDR EU ischmes
— Sncumertatien
BEMF.000000652 WORTTAMNS = . X2 NAT Supplemenied @ Draf i
e BELERLTET Do Togie

Argin OX Crsoter 1

8.1.2 Delete a draft certificate

1. Within the result list, click on the three dots under the Actions column for a specific
entry. A drop-down menu displays:

Show | 20 ~ | enfries per page

Date of

A Status State Actions
expiry IT

2026-08-03 Supplemented @ Draft

2. Click on View Certificate to see its details. Within the view page, click Delete at the
top right:
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Certificate: mdr/qms/spp-only

| 4 Go back to the certificates list I

Certificate data
Certificate data Dekete
Notified body

Notified Body number: P

Hame: =—m/]/—

Country: lE=—

Certificate details

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

Certificate type: (MDR) EU qualty management system certificate (Annex X Chapter )
Certificate identifier: @ mdrigmsispp-only -

Preceding certificate identifier(s): mdrigms/spp-only

Date of issue:

Starting certificate validity date:

Date of expiny: 2026-08-03

Status: Supplemented

System and/or Procedure Pack Producer Identification

Organisation name: I
Actor IDISRN: ~ss——

Address: 1 R ——
Telephone number —————

3. A confirmation dialog displays. Click Confirm, and the certificate will be deleted:

Delete certificate

Are you sure that you wan! to delete this certificate?

8.1.3 Discard a certificate version

To discard a certificate version follow the steps listed below.

1. Click the Manage your cettificates link on the dashboard:
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Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DiIs/Device Certificates management
My Actor data
Assess user access requests 1 Manage SS(C)P Register an issued
B ) Manage your users

Manage your email notifications
Manage subsidiaries

Access point management

2. By default the system will display your certificates in Draft state. Use the Filter button

to search for registered certificates. Then click Apply filters:

Certificate Type Certificate number

Role Actor ID/SRN Name

Date of issue

Between and
YYYY-MM-DD YYYY-MM-DD 3z
Status * State
- X v Registered v

Clear all filters

3. Select the desired certificate from the list and click the View link under the three dots:

ofissue Date of expiry Stats
atus

it

State

MF/PR Actor Certificate
IDISRN MEIPR Name number It
FR-MF- Sy q - o (MDR) EU quality management system
000004867 Roi et EE FEESIEOE e e B )
FR-MF- . N (MDR) EU quality management system
000004867 Marlin-Moreau & Fils. BRE-CRR-0023 . ificate (Annex IX Chapter 1
CL-MF- A 3 (MDR) EU guality management system
000003268 MeCullough, Dietrich y Cremin cc2024-09-02-102 cerificate (Annex X Chapter 1)
FR-MF- . . (MDR) EU technical documentation
000004367 Marin-Morzau & Fils. orb-amd-1.2 assessment certificate (Annex 1X Chapter II)
NL-MF- Medical Device Manufacturer [All (MDR) EU quality management system
brb-1-reopened o
000000041 languages] cerificate (Annex IX Chapter I}
NL-MF- Medical Device Manufacturer [All BRE-TEST-1 (MDR) EU quality management system
000000041 languages] certificate (Annex IX Chapter 1)
NL-MF- Medical Device Manufacturer [All  BRB-NEW- (MDR) EU quality management system
000000041 languages] EXPIRED certificate (Annex |X Chapter [}

4. Click Discard:

Certificate management

2024-09-02

2024-09-02

2024-09-02

2024-08-20

2024-08-05

2024-06-04

2024-01-01

2025-09-02

2025-09-02

2028-09-02

2025-08-20

2025-08-05

2025-06-04

2024-08-06

Reissued

Issu

Issu

Issy

® Registered

" Amend Certificate

*  Restrict Cerlificate

Supplement Certficate
‘Suspend Certificate
Withdraw Gertificate.

Cancel (by MF) Cerfificate

Re-issue Cerlificate
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Certificate data

Certificate data

Version 1 [Current] Last update date: @ 2024-05-24

Notified Body

Notified Body number: 2797
Name: BSI Group The Netherlands B.V.

Country: Netherlands

Certificate details

Applicable legislation: MDR (REGULATION (EU) 2017/745 on medical devices)
Certificate type: (MDR) EU quality assurance certificate (Annex X| Part A)
Certificate identifier: €@ MDR/PQA/IIalM
Date of issue: 2024-05-24

NOTE

The Discard button is visible only when the following conditions are met:

1. You have a Confirmer profile for the Certificates module

2. You must be the owner of the registered certificate (MVDR/IVDR)

3. The certificate version is the latest version and is in Registered state
4. The certificate version does not have another version in Draft state

5. The certificate version is not linked to a re-issued certificate version in either
the Draft or Registered state.

5. A confirmation window will pop-up. Click Confirm to discard the certificate.
The message displayed in the confirmation window depends on the cases listed
below:
* The certificate version is associated with a device that did not require NB's
confirmation during registration. Therefore, no reversal of their state will be
performed:

XClose

Discard certificate version

]

{ You are about to discard this certificate version. The operation cannot be reverted.

l

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded.
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* The certificate version is associated with a high-risk device (MDR: Class Il / Class
IIb and IVDR: Class D / Class C) in Registered state and no other certificate is
associated with that device:

XClose

Discard certificate version

You are about to discard this certificate version. The operation cannot be reverted.
After discarding this certificate version the following Basic UDI-DI(s) will be changed to Submitted state and
it/they will not be visible in the EUDAMED public website.

« 12345-stem-B-5X (4

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded and the device will
revert to the Submitted state and will no longer be visible on the public website.

* There is an SS(C)P associated with the certificate version that was registered
during the certificate registration process:

XClose

Discard certificate version

You are about to discard this certificate version. The operation cannot be reverted.
After discarding this certificate version the following Basic UDI-DI(s) will be changed to Submitted state and
it/they will not be visible in the EUDAMED public website.

« 12345-Q3.1-ClassC-4-W9 (4

The following linked SS(C)P will be deleted

+ SS(C)P 1: ABCI052 Rev.1 (4

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded and the SS(C)P will
be deleted.

* There are SS(C)Ps that were registered before they were associated with the
certificate version and existing SS(C)Ps that were referenced during certificate
version registration:
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XClose

Discard certificate version

You are about to discard this certificate version. The operation cannot be reverted.
The following linked SS(C)P will be deleted

« SS(C)P 1: ABC/950 Rev.1 [4
» SS(C)P 2: ABC/852 Rev.1 [4

The following linked SS(C)P version will be deleted

« SS(C)P 1: ABC/852 Rev.2 (4
« SS(C)P 2: ABC/852 Rev.3 (4

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded, and both the
SS(C)P versions referenced in this certificate version, as well as SS(C)P records
registered during the registration of this certificate version, will be deleted.

* There is a CECP linked to the certificate version:

XClose

Discard certificate version

You are about to discard this certificate version. The operation cannot be reverted.
The CECP: 2797-2024-1084 [ will be changed to its preceding status: Opinion

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded and the CECP will
revert to its preceding status.

* There is a CECP linked to the certificate version and the certificate version is
associated with a high-risk device (MDR: Class Il / Class lIb) in Registered state:
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%Close

Discard certificate version

o You are about to discard this certificate version. The operation cannot be reverted.
After discarding this certificate version the following Basic UDI-DI(s) will be changed to Submitted state and
it/they will not be visible in the EUDAMED public website.

o 1234524 Q1-lll-mfs-3-13 4
» 1234524 Q1-lll-mfs-6-LC 4§

The CECP: 2797-2024-1061 [ will be changed to its preceding status: Opinion

Do you want to confirm the operation?

After clicking Confirm, the certificate version will be discarded, the CECP will
revert to its preceding status and the device will return to the Submitted state and
will no longer be visible on the public website.

When the certificate version is discarded, a red banner will appear at the top of the
Certificate data page:

J Certificate successfully discarded

Certificate: MDR/PQA/lla/1

€ Go back to the list

Certificate data

This certificate version has been discarded | Lastupdate: 2024-09-04

Certificate data

Version 1 [Discarded] | Lastupdate date: il 2024-05-24
Notified Body

Notified Body number: 2797
Name: BSI| Group The Netherlands B.V.

NOTE

The NB owner of the certificate, as well as all CAs and DAs, can view certificates in
Discarded state.
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8.2 Refused certificates

8.2.1 View certificate

1. Click the Manage your refused certificates/applications link on the dashboard:
Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU).2017/745 (4 on medical devices and Regulation (EU).2017/746 (4 on in vitro

diagnosis medical devices.

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

Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

My Actor data

Manage your email notifications

Manage subsidiaries

Access point management

Applications/Refused certificates

User management

UDI-Dis/Device

Certificates management

Assess user access requests .2

Manage your users

CECP

Manage SS(C)P

Vigilance

Register a refused certificate

Register a witt application

I Manage your refused

Register a Clinical Evaluation Consultation
Procedure (CECP)

Manage your CECPs

Manage Vigilance reports

Register an issued certificate

Manage your certificates

2. By default the system will display your certificates in Draft state. Use the Filter button
to help find the required certificate, enter your search criteria (at least one). Then click

Apply filters:
Showing 1 to 20 of 56 entries

MF/PR Actor

IDISRN MF/PR Name

BE-MF-000001281
BE-MF-000001281

BE-MF-000001281

Application reference number
un

Conformity assessment procedure It

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter II)
(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter II)
(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter II)

entries per page

Show

Decision It State

® Registered E

® Registered

Actions

Refused certificate
(by NB)
Refused certificate
(by NB)
Refused certificate

(by NB) ® Registered

3. Click the View link under the three dots to view details on the selected certificate:

Showing 1 to 20 of 56 entries

MF/PR Actor
ID/SRN

MF/PR Name

BE-MF-000001281
languages]

BE-MF-000001281
languages]

BE-MF-000001281
languages]

ARMEN EU MF Q2.6tgmm [All

ARMEN EU MF Q2.6tgmm [All

ARMEN EU MF Q2.6tgmm [All

Application reference number
n

Test12java.util.Random@76219fe

Test12java.util.Random@4a0c3aa8

Test12java.util. Random@49cd946¢

Conformity assessment procedure It

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter Il)

(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter Il)

(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter Il)

8.2.2 Delete a draft certificate

Show entries per page

Decision It State Actions

Refused certificate

(by NB) @ Registered

@ Registered

Refused certificate
(by NB)

Refused certificate
(by NB)

1. Within the result list, click View under the three dots for a specific entry:
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Showing 1 to 20 of 48 entries

MF/PR Actor

IDISRN MF/PR Name

ARMEN EU MF Q2.6tgmm [All

BE-MF-000001281
languages]

BE-MF-000001281 ARMEN EU MF Q2.6tgmm [All
languages]

ARMEN EU MF Q2.6tgmm [All

BE-MF-000001281
languages]

2. Within the view page, click

Refused certificate:

| € Go back to the applications list

Refused certificate data

Refused certificate data

Notified Body

Notified Body number: 1912
Name: Kiwa Dare B.V.

Country: Netherlands

Refused certificate details

Decision Type:

Applicable legislation:

Conformity assessment procedure:
Application reference number:
Application submission date:

Certificate refusal date:

Show entries per page

Conformity assessment procedure It Decision It State Actions

Application reference number
n

(IVDR) EU technical documentation assessment Refused certificate (by

[ ]
R certificate (Annex X Chapter Il) NB) e
. . " > u

TA240408121625318 (IVQR) EU technical documentation assessment Refused certificate (£

certificate (Annex IX Chapter I1) NB) 7=

K it

(MDR) EU technical documentation assessment Refused certificate (£
TA240408120742222 T e

certificate (Annex IX Chapter II) NB)

Delete at the top right:
TA24040812173522

Refused certificate (by NB)

IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
(IVDR) EU technical documentation assessment certificate (Annex IX Chapter II)
TA24040812173522

2024-04-08

2024-04-08

3. A confirmation dialog displays. Click Confirm to delete the draft certificate:

Delete certificate

Are you sure thal you wan to delete this certificate?

8.2.3 Discard a refused certificate
To discard a refused certificate follow the steps listed below.

1. Click the Manage your refused certificates/applications link on the dashboard:
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2.

3.

4.

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU)2017/745 (4 on medical devices and Regulation (EU).2017/746 (4 on in vitro
diagnosis medical devices.

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

Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DIs/Device

Certificates management

Assess user access requests 2 Manage SS(C)P

My Actor data

Manage your users

Manage your email notifications
Manage subsidiaries

Access point management

Applications/Refused certificates CECP Vigilance

Register a refused certificate Register a Clinical Evaluation Consultation Manage Vigilance reports
Procedure (CECP)

Register a witf application

Manage your CECPs

I Manage your refused I

Refused certificates/applications management

Filter Y

Conformity assessment procedure Application reference number

Role Actor ID/SRN Name

- < -] | | |

Application Decision

* State

Registered v

Register an issued certificate

Manage your certificates

By default the system will display your certificates in Draft state. Use the Filter button
to search for registered certificates. Then click Apply filters:

Apply filters Clear all filters

Showing 1 to 20 of 56 entries

MF/PR Actor MF/PR Name Application reference number

ID/SRN i

Conformity assessment procedure It

Select the refused certificate from the list and click the View link under the three dots:

Show entries per page

Decision It Actions

BE-MF-000001281

BE-MF-000001281

BE-MF-000001281

Click the Discard button:

Certificate management

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter II)
(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter II)
(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter II)

Refused certificate .
(by NB) ® Registered B

Z&;ﬂ:\lsg)d certificate ® Registered
Refused certificate

(by NB) @ Registered
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Refused certificate: Demo.24.Q1.3

€ Go back to the applications list

Refused certificate data

Refused certificate data

Notified Body

Notified Body number: 2797
Name: BSI Group The Netherlands B.V.
Country: Netherlands

Refused certificate details

Decision Type:

Applicable legislation:

Conformity assessment procedure:
Application reference number:

Application submission date:

Di d
T

Refused certificate (by NB)

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

(MDR) EU quality management system certificate (Annex IX Chapter 1)
Demo.24.Q1.3

2024-03-21

5. A confirmation window will pop-up. Click Confirm to discard the refused certificate.

When the refused certificate is discarded, a red banner will appear at the top of the

Refused certificate data page:

Refused certificate data

This refused certificate has been discarded | Last update: 2024-03-22

Refused certificate data
Notified Body

Notified Body number: 2797
Name: BSI Group The Netherlands B.V.
Country: Netherlands

Refused certificate details

Decision Type:

Applicable legislation:

Conformity assessment procedure:
Application reference number:
Application submission date:
Certificate refusal date:

Refusal reference number:

Certificate management

Refused certificate (by NB)

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

(MDR) EU quality management system certificate (Annex X Chapter I)
Demo.24.Q1.3

2024-03-21

2024-03-21
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NOTE
g The owner NB of the discarded certificates as well as all CAs and DAs can view
refused certificates in Discarded state.
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9 SS(C)P Management

1. Click Manage SS(C)P under UDI-DIs/Device:

Tasks

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

User management UDI-Dis/Device Certificates management
My Actor data E .
Asgzess user access requests ManagenSS(C)P Register an issued centificate
(m) Manage your users Manage your certificates
Manage your email notifications
Manage subsidiaries
Machine to machine data delivery
preferences
Application CECP
Register a refused cenificate Register a Clinical Evaluation Consultation
Procedure (CECP)

Register a withdrawn/refused application
Manage your CECPs
Manage your refused certificates/applications

UDI-Dis/Device

I'f‘lar:ag@s (C)P

The following page will display:

Summary Safety and (Clinical) Performance [SS(C)P] management

Create new SS(C)P

Active filters:  No selection

Showing 110 20 of 24 entries Show | 20 v | entries per page
Ss(C)P SsS(C)p
- Creation
Reference Revision Certificate ID Basic UDI-DI code MF SRN 11 Date It Validated

Number 1T Number T

2. You are presented with a list of all the SS(C)Ps to which you have access. Use the
Filter button to find the required SS(C)P:

[ o]

Basic UDI-DI code MF SRN

SS(C)P Reference Number SS(C)P Revision Number Certificate ID Validated

‘ v
English version present

¥ ‘

Apply fiters Clear all fiters

Active filters:  No selection

3. You can search by different values.
You can enter a Basic UDI-DI code, the Manufacturer’s Actor ID/SRN, SS(C)P
Reference/Revision number, Certificate ID (whether it was validated or not, and
whether an English translation version exists or not).
When you are done, click Apply filters to refresh your list.
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Click on the SS(C)P in the list you would like to manage:

ss(C)P

Revision Centificate 1D Basic UDI-DI code MF SRN It greation  yaiidated
Number It Date It

35345 123 NB-1030324 1Z4STeSHPDAZUSTeSPDOK BE-MF-000000001 2021-06-15 Yes

4. A summary of SCCP-related information displays:

Manufacturer identification

Actor ID/SRN: BE-MF-000000662
Organisation name: Medical Device Manufacturer
Address: Antwerpen

SS(C)P details

Notified Body identification

[
Notified Body number: NB-1039
Name: SGS Belgium NV
Country: Belgium

S5(C)P Reference Number: ABC/885

Basic UDI-DI(s) code: 12345-23.Q4.1-lla-8-VU [4 (Linked certificate: MDR/QMS/Demo/TW (Version 1) (%)
12345-23.Q4.1-1la-7-VR [4 (Linked certificate: MDR/QMS/Demo/TW (Version 1) [4)

Master document version 1 [Current] | € Not validated | Upload date 2023-12-13

S$S(C)P master document: zeventien-bytes [PDF 17 Bytes] [NL]

SS(C)P revision number: Rev.1

5. Clicking on the Basic UDI-DI codes will open the Basic UDI-DI in a new tab. Next to
this code is the certificate data that is linked to the Basic UDI-DI.

9.1 Register a new SS(C)P

1. Click on Manage SS(C)P to navigate to SS(C)P management page from your
dashboard:
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Tasks

By module, consull, verify andlor manage your own and relsied dais (managed by your acior] depending

User management UDs-Dis Device Certificates management ApplicationsRefused certificates
anage yout urens

CEce

Search & View

Overview of modules slowing you 1o search and view detaits, dependng on your profie

[ Y
] m

Actors UOH- (s Devices IssuedRefused certificates

E
Cerlificale module

Apphcations

2. On the next page, click on Create new SS(C)P:

Home Tasks v Search & view v Transmission v News Help v A MB [CONFIRMER) Logout

CURRENT ACTOR: Notified Body [Belgium] #Notifcations

Summary Safety and (Clinical) Performance [SS(C)P] management

Basic UDLDA code MF Actor DVSRN
S5(C)P Reference Number SSIC)P Revision Number Certificate number / revision number ‘Vahdated
Engash version present
Clear al fib
Showing 1 to & of § entries Show | 20 v | entries per page

SS(C)P Referenc SS(C)P Revisio Actor 10 Creation [
S{EIP Nfsrence i-p Siaton Certificate number | revision number Basic UDI-DI code MR S T el Validated

Number 1t Number It n n

3. Provide the certificate’s number, and its revision number if applicable, to identify the
certificate registered before. Click Find:

NOTE
g Only the following certificate types can be linked to new SS(C)P created within the
SS(C)P management page:

— (MDR/IVDR) EU Quality Management System certificate (Annex IX Chapter I)

— (MDR) EU Quality Assurance certificate (Annex XI Part A)
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Create new SS(C)P
Notified Body identification

Notified Body numbser: B

Hame, ===

Country:

Certificate identification

* Certificate number. Revision number.

S8(C)P information

* S5(C )P referance numbe * S5(C)P revision number

T
]

I H

4. Once the certificate has been identified, its link will be populated in the box along with
information about the Manufacturer, and, if applicable, the Authorised Representative:

Create new SS(C)P
Notified Body identification

Rotitied Body number:

Hame: = ———

Country: E—==

Certificate identification

Manufacturer identification

Organisation name: =
Actor IIVSRN: EEE————
Address; >
Telephone number:

Email: ——

Authorised representative identification

Organisation name: F— =
Actor ISR B3
Address:
Telephone number: ———

Email EE——————

Device(s) information

5. Click the Remove Certificate information link if the certificate displayed is not the
intended one. The process to identify the certificate will restart.

6. Within Device(s) information, enter the Basic UDI-DI to be linked to this SS(C)P:

Device(s) information

* Enter Basic UDHD! code:

88(C)P information
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7. You may provide at least the first five characters of a Basic UDI-DI and click Search.
The system will retrieve Basic UDI-DI(s) according to the Quality certificate types, risk
class and their specific characteristics:

Find a basic UDI-DI

Basic UDLDI 123451006W [GS1], Class la

NOTE

g If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your SS(C)P, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose

Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:

Submit my request Cancel

After the SS(C)P is submitted, the state of the Basic UDI-DI will be updated to
Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED pubilic site.

8. Once a Basic UDI-Dl is selected, the system will populate its details:

Device(s) information

Basic UDI-DI code:
Issuing Entity:

Risk class:

i

SS(C)P information
You may add another Basic UDI-DI by clicking on the Add a device link, or remove
this Basic UDI-DI by clicking on the Remove this device link.

9. You need to specify SS(C)P reference and revision numbers, date issued and
the language in which the SS(C)P master document is provided. Click Browse to
upload the SS(C)P master document. Select Yes if this SS(C)P master document is
validated, otherwise select No:

B 000K - SSICP TCS] [PoF 2 3

* Is this SS{C)P validated?
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10. Click Submit and Confirm when asked. A confirmation page will appear:

Search&view ¥  Transmission ~  News & WB (CONFIRMER)  Logout

CURREMT ACTOR: Hotited Body [Sekgur #hotiicatons

SS(C)P registration
o Congratulations. You have successtully registered your SS(CIP
Your SS(C)P number is ABC/400 Rev 1

What do you want to do now?

G0 fn the homepage

Your new SS(C)P record will appear under the list of SS(C)Ps within the SS(C)P
management page.

9.2 Create new SS(C)P version

To create a new SS(C)P version, please follow the steps in SS(C)P Management [98]
(steps 1-4) and then continue with the steps below:

1. Click Create new version under the Actions button:

SS(C)P details

Notified Body identification Set status to Inactive

Name: SGS Belgium NV
Country: Belgium

S5(C)P Reference Number: ABC/885

Basic UDI-DI(s) code: 12345-23.Q4.1-lla-8-VU [ (Linked certificate: MDR/QMS/Demo/TW (Version 1) [%)
12345-23.Q4.1-11a-7-VR [ (Linked certificate: MDR/QMS/Demo/TW (Version 1)[4)

Master document version 1 [Current] | € Not validated | Upload date 2023-12-13

SS(C)P master document: zeventien-bytes [PDF 17 Bytes] [NL]

$S(C)P revision number: Rev.1

Click on the Remove this device link to remove a device:

Name: SGS Belgium NV
Country: Belgium

SS(C)P identification
§S(C)P Reference Number: ABC/885

S§8(C)P revision number: Rev.1

Device(s) information

Basic UDI-DI code: 12345-23.Q4.1-1a-8-VU (4

Linked certificate: MDR/QMS/Demo/TW (Version 1) [5
Remove this device

Basic UDI-DI code: 12345-23 Q4 1-lla-7-VR (4

Linked certificate: MDR/QMS/Demo/TW (Version 1) 5

Remove this device

o Add a new device to this SS(C)P
* S5(C)P Reference * S5(C)P revision number:
Number:

ABC/885

* Date issued

YYYY-MM-DD
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NOTE

If there is only one device linked to the selected SS(C)P, you will not be able to
remove that device:

Device(s) information

Basic UDI-DI code: 12345-23.Q4.1-lla-7-VR (5
Linked certificate: MDR/QMS/Demo/TW (Version 1) (2

I © This Basic UDI-DI cannot be removed from the SS(C)P as it is in the scope of the linked certificate or it is the last Basic UDI-DI associated to this SS(C)P. I

o Add a new device to this SS(C)P

A pop-up window displays; click Confirm to remove the device:

xClose
Remove Basic UDI-DI

You are about to remove this Basic UDI-DI from the associated SS(C)P.

Click on the Add a new device to this SS(C)P link to associate a new device to the
selected SS(C)P:

SS(C)P identification
SS(C)P Reference Number: ABC/885

$S(C)P revision number: Rev.1

Device(s) information

Basic UDI-DI code: 12345-23 Q4 1-lla-7-VR (4
Linked certificate: MDR/QMS/Demo/TW (Version 1) (4

@ This Basic UDI-DI cannot be removed from the SS(C)P as it is in the scope of the linked certificate or it is the last Basic UDI-DI associated to this SS(C)P.

Io Add a new device to this SS(C)P I

A new field is displayed. Enter the Basic UDI-DI code and click Check registry:

* Enter Basic UDI-DI code:

| !
l 12345 I Check registry
]

Remove this device

In the pop-up window, select the Basic UDI-DI from the list:
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*Close
Find a basic UDI-DI
Basic UDI-DI 12345-23.Q4.1-lla-10-CA [GS1], Class lla
Basic UDI-DI 12345-23.Q4.1-ll1a-12-CG [GS1], Class lla
Basic UDI-DI 12345-23.Q4.1-l1a-9-VX [GS1], Class lla
Basic UDI-DI 12345-23.Q4.1-11a-11-CD [GS1], Class lla

Basic UDI-DI 12345-subst-23.Q4.3-1-45 [GS1], Class lla

L

Cancel

NOTE

If you have referenced a Basic UDI-DI in Submitted state, then upon submitting
your SS(C)P, you will be asked to confirm the accuracy of the device data
registered for the referenced Basic UDI-DI:

xClose

Submission

You are about to register this certificate.

To see the list of UDI-Dls attached to a Basic UDI-DI, you can click on the Basic UDI-DI(s) below. This action will
open a new window to allow you to view and verify the UDI-DI(s). You still have to come back to this window and
click on Confirm button to finalise the registration process.

[ Please confirm the accuracy of the device data registered for the following Basic UDI-DI:
Basic UDI-DI; 9 }[GS1] - Class C - sdfgdsfgs

Submit my request Cancel

After the SS(C)P is submitted, the state of the Basic UDI-DI will be updated to
Registered. The Basic UDI-DI(s) and their related UDI-DI(s) will then become
visible on the EUDAMED public site.

2. Provide the SS(C)P revision number, Date issued, and then upload the SS(C)P
master document for the new version:
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* SS(C)P Reference * SS(C)P revision number:
Number:

ABC/885

* Date issued:

YYYY-MM-DD

Language of the master document: Dutch

Browse

3. After the document is uploaded, the Is this SS(C)P validated? field appears. Select
Yes or No and click Submit:

Language of the master document: Dutch

1 file uploaded successfully

zeventien-bytes [NL] [PDF 17 Bytes] x

* Is this SS(C)P validated?

OYes O No
Sapes

4. In the pop-up window, click Confirm to submit your registration:

XClose

Register a new SS(C)P version

You are about to register a new version of this SS(C)P

o
<

NOTE
g The new SS(C)P version will be automatically linked to the last active version of the
certificates it is linked to.

9.3 Add translations

To add a translation to an SS(C)P, please follow the steps in SS(C)P Management [98]
(steps 1-3) and then continue with the steps below:

1. Scroll to the bottom of the page and click on Add Translation:
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Manufacturer identification

Actor ID/SRN: NL-MF-000000041
Organisation name: Johnson & Johnson Medical
Address: NL-8000 Amersfoort

SSCP details

Notified Body identification

Notified Body number: [l

SS(C)P identification

S$S(C)P reference number: _

Master document version 1 [Current] | € Not validated | Upload date 2022-12-07

$S8(C)P master document: NB XXXX - SS(C)P.pdf [212.48 KB] [HR]
S$S(C)P revision number: Rev.1
Uploaded from: S§(C)P management
Date issued: 2022-12-07
Translation(s)
P

£ 8 The uploaded Master Document is not in English language. Please provide an English translation

2. In the new window, select the date by clicking on the calendar icon and select the
document language from the drop-down list.

Add translations to SS(C)P - _

Upload translation with their metadata

" 38(C)P reference number. ™ §S(C)P revision number

- et

* Received date (from MF)

=]

YYYY-MM-DD

* Select the document language

o Add Translation
ki
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" Received date (from MF)
" Select the document language

= ‘
S
”~
Mar 2023 < Today , > | Builgarian
QI J | j!'r'-
Czech
Mo Tu We Th Fi =Sa 33U | .
Danish
1y 02 03 04 05 c Dutch
| 0E 07 08 09 10 11 12 Enalish
13 14 15 16 17 18 19 l Estonian
20 21 22 23 24 23 26 Finnish bl

c 27 28 20 30 Ky

3. Click on Browse and select the document from your computer, click Open, you will
receive a message that the file was successfully uploaded:

€« «~ 4+ B This PC Documents

Organize - MNew folder

Name Ny
v By This PC MName Date modified

B Documents

} Downloads

15-02-2023 13:38

o Network

File name: | zeventien-bytes.pdf

Bulgarian i

1 file uploaded successfully

Zeventien-bytes [BG) x

NOTE
You can also add multiple translations at once by clicking + Add translation.
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4. When you are done, click Submit; a success message will appear:

Submit Cancel
“ Translations for the SSCP have been added

SSCP ABC/355

€ Go back to SSCP list

Translation documents are displayed within the Translation(s) section.

Translation(s) Add Transiation

9 The uploaded Master Document is not in English language. Please provide an English translation

Open all | Close a
$5(C)P translation document reventien-bytes pdf [17 Bytes] [BG]

(Document and Language):
Upload date: 2023-03-17

Received date (from MF): 2023-03-17

Discard this document

NOTE
g If a translation in English is not provided, the system will display a warning message
that an English translation is required.

9.4 Inactivate an SS(C)P

To inactivate an SS(C)P, please follow the steps in SS(C)P Management [98] (steps 1-4)
and then continue with the steps below:

1. Click Set status to inactivate under the Actions button:
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SS(C)P details

Notified Body identification Set status tg jnactive

Notified Body number: NB-1039 Create new version
Name: SGS Belgium NV
Country: Belgium

S5(C)P Reference Number: ABC/885

Basic UDI-DI(s) code: 12345-23.Q4 1-lla-7-VR [ (Linked certificate: MDR/QMS/Demo/TW (Version 1) (%)
12345-23.Q4 1-lla-9-VX [ (Linked certificate: MDR/QMS/Demo/TW (Version 1) (%)

Master document version 2 [Current] | € Not validated | Upload date 2023-12-13 | See version history

SS(C)P master document: zeventien-bytes [PDF 17 Bytes] [NL]
SS(C)P revision number: Rev.2
Uploaded from: S5(C)P management

2. A pop-up window displays. Click Confirm to inactivate the selected SS(C)P:

%Close

Inactivating SS(C)P

You are about to inactivate this SS(C)P. Once inactivated you will not be able to reference it in any other
certificate registrations and the following Basic UDI-DI(s):

+ 12345-23.Q4.1-lla-8-VU
» 12345-23.Q4.1-lla-7-VR
* 12345-23.Q4.1-lla-7-VR
* 12345-23.Q4.1-lla-9-VX

can be associated to any other SS(C)Ps.

The SS(C)P is now marked as Inactive:
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SS(C)P ABC/885 (Inactive)

€ Go back to SS(C)P list

Manufacturer identification - . -
I Manufacturer identification
SS(C)P details

Actor ID/SRN: BE-MF-000000662

Organisation name: Medical Device Manufacturer
Address: Antwerpen

SS(C)P details Inactive (From: 2023-12-13)
Notified Body identification

Notified Body number. NB-1039
Name: SGS Belgium NV
Country: Belgium

SS(C)P Reference Number: ABC/885 [ Inactive (From: 2023-12-13)

Basic UDI-DI(s) code: 12345-23.Q4.1-1la-7-VR [ (Linked certificate: MDR/QMS/Demo/TW (Version 1)(%)
12345-23.Q4.1-11a-9-VX [ (Linked certificate: MDR/QMS/Demo/TW (Version 1) ()

Master document version 2 [Current] | @) Not validated | Upload date 2023-12-13 | See version history

SS(C)P master document: zeventien-bytes [PDF 17 Bytes] [NL]
SS(C)P revision number: Rev.2
Uploaded from: S§(C)P management

9.5 View SS(C)P version history

If you want to check the SS(C)P version history, click on See version history under the
Basic UDI-DI codes:

SS(C)P identification
§$5(C)P reference number: 35345

Basic UDI-Di(s) code: 12345Test1PD3KV - NB-10393243
12345Test1PD3KV - NB-10393243

Master document version 3 [Current] | € Validated | Upload date 2021-06-15 | See versiogﬂjstory_

A list with the different versions for the SS(C)P displays:

Version history SS(C)P master document - 35345

| € Go back to the current version

Version 2 - Last update date: 2021-05-20 >

Version 1 - Last update date: 2021-05-20 >

Click on the version you wish to review, opening a summary of it.
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10 Register an application

10.1 Register a withdrawn application

) VIDEO: Register a withdrawn application
EUDAMED

— \

Video support

LU e

Click Register a withdrawn/refused application in the Applications/refused certificates
section:

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 (EL) 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 Certificates management

My Actor data N

ASSES5 USer access requests Manage SS(C)P Register an issued certificate
Manage your users Manage your cerlificates

A certi CECP

Register a refused certificate Register a Clinical Evaluation Consultation
Procedure (CECP)

| Regsster a witnarawnretused appication |

Manage your CECPs

Manage your refused cerificates/applications

1. Select what you want to register:

Home Tasks v Search & view v Transmission v News  Help v 2 NB(CONFIRMER)  Logout
CURRENT ACTOR: Notified Body, 2797, BS| Group The Netherlands B.V. [Netherlands) % Notifications

Registration of a withdrawn/refused application for conformity assessment

Application core information

Notified Body number: 2797
Name: BSI Group The Netherlands B.V.
Country: Netherlands

* What do you want to register?

O Withdrawn application (by MF)

O Application refusal (by NB)

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

© IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
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2. Select the applicable regulation, in this case IVDR, and then select the conformity
procedure:

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

@® IVOR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices

* Conformity assessment procedure

(IVDR) EU guality management system certificate (Annex IX
Chapter 1)

(IWDR) EU technical documentation assessment cerificate

(Annex X Chapter II)
(IVDR) EU type-examination certificale (Annex X)

{IVDR} EU produltion quality assurance certificate (Annex XI)

3. Provide the Application reference number, the Decision date and the Date of
submission by MF/Producer.

* Conlormily assessment procedure

VDR) EU quality management system certiicale (Annex v

* Application reference numbser

appplica-01 2022-09-12 ®m

* Date of submission (by

MF/Producer)

4. Enter the Actor ID/SRN or name of the manufacturer or the system/procedure pack
producer, click Find and select from the list displayed:

Find manufacturer

i/ m
Mandacturer, AF-MF-000000122,Jot's Non€U MF [Alghansias

000000041, Joeson 8 onrsg s etrornc
Manufacturer identification

* Enter Actor ID/SRN or name

john [ Q Find ]

5. Click Save & Next:

Manufacturer identification

# Change Manufacturer
Organisation name: Johnson & Johnson Medical
Actor IDISRN: NL-MF-000000041
Address: Amersioort, Netherlands
Telephone number:
Email: tsti@tst nl

6. The process flow displays. First add the Decision language(s). You can select
multiple languages, then click Select:
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Home Tasks Search & view v Transmission News Help v A NB (CONFIRMER) Logout

CURRENT ACTOR: Notified Body, 2797, BS| Group The Netherlands B V [Netherlands] #Notificabons

[ J Your draft dala was saved

|

Registration of a withdrawn/refused application for conformity assessment

o @ 2 3 4
Manufacturer identification 1
Decision evee evice Reason
NL-MF-000000041, Johnson & Johnson Medical languages
Decision languages Provide certificate language(s)
Application identification Please provide decision languagels) Buigarian
Notified Body number: 2797
No selection Danish
Name: BSI Group The Netherlands B V.
Country: Netherlands * Add language(s) » Py
Application decision: Withdrawn apphcation (by MF)
Applicable regulation: VDR (REGULATION (EU) arwst v
2017/746 on in vitro diagnostic medical devices)
Finnish

Certificate type: (IVDR) EU quality management sysiem
certificale (Annex IX Chapler |)

7 Ean

Application reference number: appplica-01
Decision date: 2022-08-12 Lithuanian
Date of submission (by MF/Producer): 2022.08.01

Estoman

Franch

Croatan

7. The language tabs display, which can be removed using the x. Click Save & Next:

Decision
languages

[1] 2 3 4

Decision languages

Please provde decision language(s)

Remoave all

Spanish (ES) Croatian (HR)

8. The next step in the flow is Add a device group:
Registration of a withdrawn/refused application for conformity assessment

(] (@] 3 4

Manufacturer identification

Decision Device
NL-MF-00000004 1, Johnson & Johnson Medical languages group(s)
Device group(s)
ﬂpplll:!llnn identification if certificate includes identification of group(s) of devices within s scope, add devices here

Notified Body number: 2767

Name: BSI Group The Netherlands B V.

Country: Netherlands

Application decision: Withdrawn application (by MF)

e anwetpac e I
Save Save & Next » Cance
2017/746 on in vitro diagnostic medical es) =

Certificate type: (IVDR) EU quality management system
certificate (Annex IX Chapter |)

Z Edn
Application reference number: appplica-01
Decision date: 2022-08-12
Date of submission (by MF/Producer): 2022.08-01

9. Enter the device group identification and select the risk class. Click Save & Next:
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Device group(s)

* Identification of the dewvice group

My device group

* Risk class

The device group contains dewvice(s) of

I Class A (Stenile) I

Class B
Class (

Class D

o Add a device groug

>
i

10. Add a device. Click + Add a device:

@ © o 4

Decision Device Device(s) Reasons for
languages group(s) decision
Device(s)

If the certificate includes identification of device(s) within its scope, add devices here.

Add a device
]

11. Select Yes or No in the field Custom made class Ill implantable and specify if you
will provide the Name, the Reference/Catalogue number or the Basic UDI-DI of the
device:

* If you select the Name, then you must provide the Name and the Risk class of the
device:
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Device(s)

* Provide one of the below

@ Name
Reference/Catalogue number
Basic UDI-DI
* Nama
Some device
* Risk class

The device 15 of

® Class A (Sterila)
Class B
Class C

Class D

Save Save & b xl » Cancel

* If you select the Basic UDI-DI, then you must fill in the field Enter the Basic UDI-DI
code and click Check registry:

* Enter Basic UDI-DI code:

12345-not-in-UDI-2X5 Check registry

ﬁﬁ Remove this device

o Add a device

In the pop-up window either select the device from the list (if the device is already
registered in EUDAMED) or click Enter data manually (if the device is not yet
registered in EUDAMED) to add the Basic UDI-DI manually:

* Enter Basic UDI-DI code:

- EEN
- . 12345-not-in-UDI-2X5 Check registry.
Find a basic UDI-DI 0

1 Remove this device

Basic UDI-DI 12345-lib-impl-2-39 [GS1], Class IIb
Basic UDI-DI 12345-l1b-impl-3-3C [GS1], Class IIb
° Add a device

Basic UDI-DI 12345-lib-impl-4-3F [GS1], Class IIb

Basic UDI-DI 12345-lIb-impl-1-36 [GS1], Class IIb

Basic UDI-DI 12345-lll-impl-10-DJ [GS1], Class Il Cancel

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

Enter data manually Cancel
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Select the Issuing Agency and the risk class of the device and specify if the device

is implantable or not (applicable for MDR):
* Basic UDI-DI:

12345-not-in-UDI-2X5

* Issuing Agency:

- e

* Risk class
The device is of:

O Class lib

O Class il

* Implantable

O Yes ONo

Specify if the device model is applicable or not:

Device model applicable Device model applicable

Yes()No @ oo is requi ion - No YesONo

* Device Model:

1 * Name

Name:

12. Click Save & Next.

13. The reasons for the withdrawal/refusal in the language indicated above the text box.

You can click Preview to double-check the content in each step:

© ©

Decision Device
NL-MF-000000041, Johnson & Johnson Medical languages group(s)

Manufacturer identification

Reasons for decision
Application identification
Notified Body number: 2707
Name: BS| Group The Netherlands B V
Country: Nelherlands
Application d-clslon:lwnharm apphcation (by MF) I
Applicable regulation: VDR (REGULATION (EU)
20177746 on in vilro diagnostic medical devices)

Certificate type: (IVDR) EU quality management system Reason lof relusalwithdrawal comment (HR)

certificate (Annex X Chapler ()

# Edt
Appli reference ber: appphca-01
Decision date: 2022.09-12
Date of (by MF ): 2022-08-01

Register an application

Reason for refusalwithdrawal comment (ES)

Device(s)

Reasons for
decision
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a. Scroll through the preview. You can return to a specific step by clicking Go back
to step x to make edits:

Registration of a withdrawn/refused application for conformity assessment

Preview full registration for submission

Application identification
Notified Body number: 2797

Name: BS1 Group The Netherands BY.

Country: Netheriands

‘Appiication decision: Wi spsication (by M|

Corttcate type:

reference number: apppica 01
Decision date: 2022.06-12
Date of submission (by MF/Producer}: 2022.06.01

Manufacturer identification
NLMF.000000041, Johmson & Jotmson Medical

b. If you make edits, click Save & Next, then you will see this confirmation

message. Click Yes, and proceed out of any further steps until you reach the
last one:

The data in the form has changed or is invalid

The dala in the form has changed or is invalid Changes performed are impacting previously completed information. Do
you wish o continue applying these changes

— g

14. Click Submit my request:

Submission

Are you sure you want 10 register the withdrawn apphcation?

m e

15. The Confirmation message displays:

Registration of a withdrawn/refused application for conformity assessment

° Congratulations. You have successtully registered your withdrawn application

Your appication reference number is apppica-01

What do you want to do now?

o0 you just croated - application reference nUMbO apppca.-01

EUDAMED
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10.2 Register a refused application

Select Application refusal (by NB), then the steps are the same as when registering a
withdrawn application [112], until you are asked to provide the reason:

Home Tasks Search & view v Transmission v News Help 4 NB (CONFIRMER) Logout

CURRENT ACTOR: Notified Body, 2797, BSI Group The Netherlands B V. [Netherlands] ®Notifications

Registration of a withdrawn/refused application for conformity assessment

Application core information

Notified Body number: 2797
Name: BSI Group The Netherlands BV
Country: Netherlands

* What do you want to register?
O Withdrawn application (by MF)

® Application refu: 2 by NB)

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

O IVDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)

1. From the list provided, select the reason for refusal. If you choose Other, provide the
explanation in the Other reason text box:

Registration of a withdrawn/refused application for conformity assessment

© © V] © o

Manufacturer identification Decision Device Device(s) Systems) or Reasons for

NL-MF-000000041, Johnson & Johnson Medical languages group(s) Procedure decision
Pack(s)

System and/or Procedure Pack Producer Reasons for decision

Identification * Reason for Refusal

BE-PR-000000823, ARMEN Q3.1 EU SYS PACK PROD [0 Application not complete

(] Wrong qualification of producticlassification of the device
Application identification [0 Wrong conformity assessment procedure chosen
Notified Body number: 2797 [ oOutside the scope of the notified body designation
Name: BSI Group The Netherlands B.V. [] The NB does not have sufficient resources
Country: Netherlands. Other

Application dacislnnl Application refusal (by NB) I " Other reason (FI)

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

Certificate type: (MDR) EU quality assurance cerfificate
(Annex X1 Part A)

System or Procedure pack applicable: Yes

* Reason for refusal/withdrawal comment (F1):
# Edit
Application reference number: application-02
Decision date: 2022-09-12
Date of submission (by MF/Producer): 2022-08-04

2. Provide the reason for the refusal in the language(s) previously selected and upload

the refusal document if applicable.
Click Preview to see and/or edit your entries, or click Submit:

Register an application 119



EUDAMED user guide

* Reason for refusal/withdrawal comment (F1):

Mandatory to be provided

Decision on refusal document
Upload refusal document

1 file uploaded successfully

NB XO(XX - Refusal document [PDF 212 48 KE] *®

Submit >

3. Scroll through the preview screen. Click the step 'x' link to return to that section:

Preview full registration for submission

Application identification
Notied Body number: 2707

Name: 85| Group The Netheriands B

Country: Netheriands

‘Applicaton decision: Application elsal by N&)

Finish (F)

>
ertiicate type: (OR) EU qualty assuranco corbicato (Aox X PartA) < Gobackiosiep?

System or Procedurs pack applicabl: Yos

STEP 3 Devicel(s)

|

‘Application reference number: appicator. 02

Decision date: 2022.00.12 <Gobackostep3
[Date of submission (by MF/Producer): 2022.08.04
& Some custom made device

‘Custom made class Il mplantable: Yos
Manufacturer identification
NLLMF.000000041, Johnson & Johnsan Medical Doycreten: o C oo made ooy

‘System andlor Procedure Pack Producer Identification
BEPR-U0000823, ARMEN Q31 EU SYS PACK PROD.

4. Click Submit my request:

xClose
Submission

Are you sure you want to register the refused application?

Submit my request Cancel

5. The request is submitted, and the Confirmation message displays:

Home Tasks v Search & view v Transmission v News Help v 2 NB(CONFIRMER)  Logout

CURRENT ACTOR: Notified Body, 2797, BSI Group The Netherlands B.V. [Netherlands] #Nolifications

Registration of a withdrawn/refused application for conformity assessment

[ i You have y regi your refused

Your application reference number is application-02
What do you want to do now?

View the application you just created - application reference number application-02

Go to the homepage
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11 Manage applications

11.1 Discard a refused/withdrawn
application

To discard a refused/withdrawn application follow the steps listed below.

1. Click the Manage your refused certificates/applications link on the dashboard:
Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU)2017/745 (4 on medical devices and Regulation (EU).2017/746 (4 on in vitro
diagnosis medical devices.

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

Tasks

According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DIs/Device Certificates management
My Actor data i i
Assess user access requests .2 Manage SS(C)P Register an issued certificate
( ﬁ‘ Manage your users Manage your certificates

Manage your email notifications

Manage subsidiaries

Access point management

Applications/Refused certificates CECP Vigilance

Register a refused certificate Register a Clinical Evaluation Consultation Manage Vigilance reports
Procedure (CECP)

Register a witt application

I Manage your refused certificates/applications I

Manage your CECPs

2. By default the system will display your certificates in Draft state. Use the Filter button
to search for registered certificates. Then click Apply filters:

Refused certificates/applications management

Filter Y

Conformity assessment procedure Application reference number

Role Actor ID/SRN Name

- <] | | |

Application Decision

* State

Registered v
Apply filters Clear all filters

3. Select the refused/withdrawn application from the list and click the View link under the
three dots:
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Showing 1 to 20 of 137 entries

MF/PR Actor

IDISRN MF/PR Name

EL-MF-000005607
BE-MF-000001281
BE-MF-000001281
BE-MF-000001281
IN-MF-000005648

BD-MF-000002487

4. Click the Discard button:

Withdrawn application:

€ Go back to the applications list

Withdrawn application data

Withdrawn application data

Notified Body

Notified Body number: 1912
Name: Kiwa Dare B.V.

Country: Netherlands

Withdrawn application details

Decision Type:

Applicable legislation:

Conformity assessment procedure:
Application reference number:
Decision date:

Date of submission (by MF/Producer):

5.
application.

Application reference number It

Show | 20 v | entries per page

Conformity assessment procedure It Decision It State Actions

(IVDR) EU quality management system certificate ~ Withdrawn application

(Annex IX Chapter I) (by MF) ® Registered

(MDR) EU technical documentation assessment Refused certificate (by

@ Registered
certificate (Annex IX Chapter II) NB) egistere
(IVDR) EU technical documentation assessment Refused certificate (by O Resleeed]
certificate (Annex IX Chapter II) NB) 9
(MDR) EU technical documentation assessment Withdrawn application .

® Registered

certificate (Annex IX Chapter Il) (by MF)

(IVDR) EU technical documentation assessment
certificate (Annex IX Chapter II)

Withdrawn application

(by MF) ® Registered

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter I1)

Application refusal (by

NB) ® Registered

app141

Withdrawn application (by MF)

MDR (REGULATION (EU) 2017/745 on medical devices)
(MDR) EU quality assurance certificate (Annex XI Part A)
app141

2023-08-17

2023-08-17

A confirmation window will pop-up. Click Confirm to discard the refused/withdrawn

When the refused/withdrawn application is discarded, a red banner will appear at the top
of the Withdrawn application data/Refused application data page:

Manage applications
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Withdrawn application: app141

€ Go back to the applications list

Withdrawn application data

This application has been discarded | Last update: 2024-04-05

Withdrawn application data
Notified Body

Notified Body number: 1912
Name: Kiwa Dare B.V.

Country: Netherlands

Withdrawn application details

Decision Type: Withdrawn application (by MF)

Applicable legislation: MDR (REGULATION (EU) 2017/745 on medical devices)
Conformity assessment procedure: (MDR) EU quality assurance certificate (Annex Xl Part A)
Application reference number: app141

Decision date: 2023-08-17

Manage applications
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12 Search and view

12.1 Search and view certificates

1. On the header menu, click Search & View and then Cetrtificates:

Home Tasks v Search & view Vv Transmission v News Help v

Actors
UDIDIs/Devices
Certificates

Applications

2. Alternatively, use the option available in the Search & View dashboard:
Welcome to EUDAMED

MOR EUCAMED Is he IT syslem developed by he European Commission 1o Implement Regulation
5 on madical devicas and Reguiation (EU) 2017/745 on In vitro diagnosis madical devices See all e news

EU) 201

MOR EUDAMED ks struciured around & IMernconmectied modules and a pusilic she.

Tasks
By module. ConsuUR verlly andor manage your own and relsied data (Managed Dy your 20107, 02pending on your profile
Ugsr manapamant UDs-DisiDevice Cartihicatss managemant
—LERTIAD Assess user SCoSS regUESTS Manage SS00/F Sagisier a0 issusd cenificme
E‘ Manage Os USES Manage (o cenficaes
Appication CECP

Regsier 8 refuses cenficme

Ragiger 8w

Manage ;o retseg enfiomes aooomios

Search & View
Ovendew of Modies NiWng JOu 1D S231Ch 0 View Getails, GE0ENTING 0N Jour proile

Acior module UDe-Di module Cenficate module

Lctors UDH-Dis/Devices Cartincates

]
Centificate module

Applications

3. EUDAMED will display the filters available for searching:
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o Enable filters for certificates bulk download

Searching for

(@)Certi (ORefused

Certificate data

NB identification Certificate Type Certificate number
v v

Status Economic operator SRN Economic operator name

- |
Date ofissue
Between and Special device properties

& = I

YYYY-MM-DD YYYY-MM-DD
Device data
Device identification Enter the device identification valueftext

v
Risk class

~

Clear search

4. Click Search. A list of matching records will be displayed:

Showing 1 to 6 of 6 entries

SRN AR 1t

BE-AR-000000021

Certificate number It

3317_44

mdr-tech-doc-B

mdr-tech-doc-C

suspended-suspend-product-A

NB number  wripR sRN 11
It

NB-1039 000000121
NB-1039 BE_MF-000000001
NB-1039 BE-MF-000000001
NB-1039 JP-MF-000000061
NB-1039 IPHF 1
NB-1039 BE_MF-000000001

BE-AR 1

d-product-B

Certificate type 11
(MDR) EU technical documentation assessment
certificate (Annex IX Chapter I

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter I}

(MDR) EU technical documentation assessment
certificate (Annex X Chapter Il

(MDR) EU technical documentation assessment
certificate (Annex IX Chapter I

(MDR) EU technical documentation assessment
certificate (Annex X Chapter Il}

(MDR) EU technical documentation assessment
certificate (Annex [X Chapter Il

Date of issue

1z

2021-07-22

2021-07-08

2021-07-01

2021-06-01

2021-06-01

2021-04-01

v

n

2021-07-31

2024-07-29

2021-07-31

2021-10-01

2021-10-01

2021-04-30

5. Click on the desired result record to see the details of that record:

Search and view

Date of expiry

entries per page

Status

Issued

Issued

Issued

Suspended

Suspended

Reinstated
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Version 1 - Date: 2021-07-22
Certificate data
Notified body

Notified Body number: NB-1039
Name: SGS Belgium NV
Country: Belgium

Certificate details

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

Certificate type: (MDR) EU technical documentation assessment certificate (Annex X Chapter II)
Certificate identifier: @ 3317_44 -

Date of issue: 2021-07-22

Starting certificate validity date: 2021-07-22

Date of expiry: 2021-07-1

Status: Issued

Manufacturer identification

Organisation name: Dev Env - Manufacturer_Shriya
SRN: BE-MF-000000121

Address: 23 Rue willems 9089 Brussels
Telephone number: +325687654545

Email: manu_dev@eudamed.com

Certificate details
Certificate languages: Portuguese (PT)

Certificate document: Lana Certificate ndf [174 KB1 [PT]

12.1.1 Download certificates and refused certificates in
a structured format

NOTE
Notified Bodies can only download their own registered certificates or refused
certificates.

Follow the steps in Search and view certificates [124] to search and view certificates.

1. On the search parameters screen, slide the toggle to enable only the search criteria
that can be downloaded in an XML format, and enter your search criteria:
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Search & View

Certificates

(P Ensbie filters for cerificates bulk downlosd

Searcning or

(@Femcmes ( Retsed cenmcaes

Certificate data
* Cenmicate Type Cenficate numder

e Economic aperaor SAN
| -

* Date of issue

Date of submission

Eenween and

YYYYR-00 VY00

Date of expiry

Between ad

YYY Y400 YYYYH00
Searcn

2. Complete the search criteria, and click Search to generate the result:

Search Generate XML flie Ciear searcn

Search results for certificates

AZhe 53N felce

Searching for.  Certificates || Enadle kers Dor ceniMcates buk cownload Certificate Type: (MDR) EU quallty assurance centificate (Annex X) PartA; Between:  2021-01-01
;e 2022-01-01 Cear searen
Snowing 110 20 of 23 entries Snow l 2 ~ | enfries per page

NB

Dats of Date of
n:limmt MFPR SRN It RN AR It Cortificats numbsr 1t Cortificate type 1t B sy
MDR) EU qually
NE-1039 BE-PR-000000022 MDR/cralRyia FeUTance CenMcane -1 20240706 Amended
(Annex X Part A
NE-1039 BE-AF-000000121 S321_13 1 . 2022 3 BEUT
NE-1039 AQ-MF-000000127 BE-AR-000000128 ARMEN_CERT-m2 221-07-19 2023-qr-12 55080
NE-1039  ACHMF-000000127 BE-AR-000000125, BE-AR-000000126  ARMEN-00330033 WHO7-18 2004071 ssued

3. Once there is at least one result, click Generate XML file:

m Generate X fie Clar searcn

NOTE

Only what is shown in the result list will be included in the generated file, not all
the results of your search (in cases where these exceed the default number of
results on one page).
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4. A pop-up window prompts you to confirm your action:

xClose

Download

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

5. The system informs you that the action has been successful and will prompt you to
take further action. Click Go to Download Management:
Search & View

Certificates

o Congratulations. You have successfully generated your XML file.

Your i ks APP-DTX-000000815

What do you want to do now?

&0 0 Downiload management

G0 D3 W Sazrch and View Canmicmes

6. The generated XML response file, along with related zipped documents, can be
downloaded within the Download management page by clicking on it:

CURRENT ACTOR: Notified Body, [Beigium] #Notifications
Fiter ¥
State Service
v v
Couer o S
Active fiters: No selection
owing 1 to 1 of 1 entries Show | 2 v | entries per page
0 Name Module It Service It State I Request date It Download
o 5 XML [21 KB], ZP [1 MB
APP.DTX-000000241 NB (CONFRMER) Certificates/Notified Body Certificate download ® Successful 2021-12-14 [16:05] g : x
© Expires in 15 days

12.2 Search and view refused/withdrawn
applications

1. On the header menu, click on Search & View, then click on Applications:
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European Commission > EUDAMED

Home Tasks v Search & view v Transmission Vv Hews Help v

Actors

UDI-Dis/Devices
lssued/Refused certificates
Applications

CECP

Requests for suspension/withdrawal of certificates

Alternatively, use the Search & View section in the dashboard:

Welcome to EUDAMED

MOR EUDAKED is the IT aystem develped by the Eurcpean Commeasion o implemant ‘

Feguiation (EU) 2077/745 on medical devices and Regulabon (EU 2017/746 on n vitro
diagnosis medical de

Se=al the news ‘

28,

MDA EUDVMED iz structured around & interconnected medules and a public sts.

Tasks
By module, conaut, verity andéor manage your own and related data (mansged by your actor), depanding on your profie

User management Certificate

suspension of

My Actor data

Search & View

Overviaw of modulss allowing you to search and view details, depanding on your profie

H H ]

Acier modui: D08 madule
Refused registration requests
Actore UDI-DieDevices
4 N
. =0 =09
B e e
Cerfificate module Certificate module Certificate module
IzsuediRetused certificates Applications cECP
Ao =
] B
Certificats moduls Cartificate meduls
Suspensioniwithdrawal request Hominated experts list

2. Next, the refused/withdrawn applications search page will be displayed:
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Applications

Application data

Searching for NB identification Conformity assessment procedure
- - ‘ - | ‘ v
Application reference number Economic operator Actor ID/SRN Economic operator name

| N

Decision date

Between and

YYYY-MM-DD YYYY-MM-DD

Device data

Device identification Enter the device identification value/text

Risk class

Search Clear search

3. Enter the search criteria and click on Search. A list of refused/withdrawn applications
will be displayed:

Search results for refused/withdrawn applications

Active search fields:

| Searching for: Al | Clear search

Showing 1 to 13 of 13 entries Show | 20 w | entries per page

MEIPR Actor IDISRN 11 Actor ID/SRN AR 11 Application reference  Conformity assessment Decision Deciion It
number IT procedure If date I*
(MDR) EU quality management Withdrawn
) BE-MF-000000803, BE-PR-000000804 STERFWITH-1 system certificate (Annex X 2021-12-14 application (by
Chapter I) MF)
—_— (MDR) EU quality assurance Application
_MF-00 080! _PR.I Ti = L 021-17-
=] BE-MF-000000803, BE-PR-000000804 STERREFU-1 certificate (Annex X Part A) 2021-12-14 refusal (by NB)
(MDR} EU quality management Avkatinn
—— BE-MF-000000803, BE-PR-000000804 REF-APP-3426236 system certificate (Annex DX 2021-12-02 PoY
refusal (by NB)
Chapter I)
(MOR) EU quality management Withdrawn
e} BE-MF-000000803, BE-PR-000000804 WITHD-234467 system certificate (Annex X 2021-12-02 application (by
Chapter I) MF)
(MDR} EU gquality management Withdrawn
— IN-MF-000000451 BE-AR-000000447 11388_1 system certificate (Annex [X 2021-11-1 application (by
Chapter ) WF)
(MDR) EU quality management Anciicat
— IN-MF-000000451 BE-AR-000000447 11398_2 system certificate (Annex IX 2021-11-1 ppication
refusal (by NB)
Chapter ) B
(MDR) EU quality management Withdrawn
— BR-MF-000000585, BE-PR-000000584 BE-AR-000000582 WITH-NOT-1314 system certificate (Annex [X 2021-11-08 application (by
Chapter ) MF)

4. Click on the desired result record to see its details:
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Withdrawn application: STERI-WITH-1

| < Go back to the applications list |

Withdrawn application data

| Application data

Application details

Application data
Notified body

Device(s) Notified Body number: —
Name VFm—rF—7———
Country: B

System Procedure Pack(s)

Application details
Decision Type:
Applicable legislation:
Conformity assessment procedure:

Application reference

Decision date:

Date of submission (by MF/Producer):

Manufacturer identification

Withdrawn application (by MF)

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

(MDR) EU quality management system certificate (Annex X Chapter I)
STERFWITH-1

2021-12-14

2021-12-14

Organisation name:
Actor IDISRN: EFVF———=um
Address: —————
Telephone number: -

Email: —

Svstem and/or Procedure Pack Producer Identification

Search and view
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