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1. Introduction

The purpose of this user guide is to help you navigate through the process of registering
certificates into 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.

Introduction 1
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2. Basic Concepts — types

and classes of certificates

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 classes: Product class and Quality class, with each class having its own
types of certificates.

Certificate types of product class:

* EU Type Examination certificate (Annex X);

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

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

Certificate types of quality class:

» EU Quality Management System certificate (Annex IX chapter |);
« EU Quality Assurance certificate (Annex Xl part A);

* EU Production Quality Assurance certificate (Annex XI).

Basic Concepts — types and classes of certificates 2
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3. Getting started

Prerequisites to access EUDAMED: EU Login (ECAS) account

If you do not have an EU account, please follow the instructions for creating an
account and requesting access from the competent authority before attempting to use
the database.

For information on how to gain access to EUDAMED, please consult the the User Access
Guide for Notified Bodies.

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

Before you start entering details of a certificate in EUDAMED, please make sure that you
have all required information at hand.

Getting started 3
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4. Registering an issued

certificate

Click on the following link to arrive to EUDAMED Production page: https://
webgate.ec.europa.eu/eudamed.

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

4.1. Quality class certificate registration

On the dashboard of EUDAMED, click Register an issued certificate on the Notified
Bodies homepage:

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement

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

diagnosis medical devices.

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

Tasks

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

User management UDI-Dis/Device Certificates management Applications/Refused certificates

Assess user access requests Wanage SS(C)P

4.1.1. Provision of core data

In the first step, you must choose between one of two applicable regulation types, then
a certificate type. The type of the certificate will change depending on which option you
choose, MDR or IVDR.

NOTE
In this scenario we will choose a quality class certificate type

You must also enter a certificate number and an optional revision number.

Enter the correct dates concerning the certificate, and enter the Actor ID/SRN or name of
the manufacturer or the system or procedure pack producer:

Registering an issued certificate
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Certificate core information

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

* Applicable regulation

® MDR (REGULATION (EU) 2017/745 on medical devices)
(O VDR (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 a No o System o Procedure pack required unless you select the option - No

(O Includes both devices and System and/or Procedure Packs

(O Includes only System and/or Procedure Packs
* Certificate Number
Rewision number

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

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

NOTE

S You may specify whether your certificate contains System or Procedure Pack(s)
sterilisation by choosing MDR (Regulation (EU) 2017/745 and selecting any quality
certificate type.

Click Save & Next.

4.1.2. Provision of certificate language

Click 'Add languages' and the system will display a dialog from where you can multi-select
from a list of official EU languages:

o 2 3 4 5

Certificate Device Device(s) System or Certificate
languages group(s) Procedure details
Pack(s)

Certificate languages

Please provide certificate language(s):
No selection

* Add language(s) »

Save & Ne,(t Cance‘

Quality class certificate registration 5
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Once you are done you can Save your draft or click Save & Next to continue to the next
step.

4.1.3. Provision of device group data
Click 'Add device group data' 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 |

O Class lla
[ Class Ilib
[ Class lll

Tl Remove this device group

You may provide more than one risk class for a device group by selecting the
corresponding checkboxes.

If you choose class |, you will have to provide the characteristics of class | devices in the
device group:

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

J Re-usable surgical instrument
[J With a measuring function

[J Placed on the market in sterile condition

4.1.4. Provision of device data

The device registered can be a:

» Custom made device

* Device referenced by name

» Device referenced by a reference/catalogue number
» Basic UDI-DI

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

Quality class certificate registration
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Device(s)

* Custom made class lll implantable

OvYes OnNo

il Remove this device

° Add a device

By doing so, EUDAMED will allow you to provide a description for the custom-made
device:

Device(s)

* Custom made class Il implantable

@vYes ONo

* Description:

1 Remove this device

o Add a device

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

OYes @ No

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

O Basic UDI-DI

1l Remove this device

° Add a device

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

Quality class certificate registration 7
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Device(s)

* Custom made class lll implantable

OYes @No

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

(O Basic UDI-DI

* Enter Reference/Catalogue number:

* Risk class

The device is of

OClass |
OClass lla
(OClass lib

OClass Il

1 Remove this device

o Add a device

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

4.1.5. Provision of SPP details

If you have chosen a system or procedure pack, you must answer questions on
sterilisation:

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

*Is SPP Producer the steriliser?

@ Yes ONo

* Are SPP Group/s applicable?

OYes @nNo

* Sterilise method

Aseptic processing

Ethylene oxide gas sterilisation

Moist heat sterilisation

O

O

D Low temperature steam and formaldehyde sterilisation
O

[0 Radiation sterilisation (gamma x-ray electron beam)
O

Others

If the steriliser is not the SPP producer identified in the initial step of the registration
wizard, answer 'No' to 'ls the SPP Producer the steriliser?' and provide the information
requested to identify the sterilising organisation.

Quality class certificate registration
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* Is SPP Producer the steriliser?

Oves @No

Steriliser

* Organisation name

Street information, if applicable

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

* Street Street number:

Address line 2:

PO box:

* City name * Postal code

* Country

* Are SPP Group/s applicable?
(CYes (@Mo

NOTE
@ 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.

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

Add at least one SPP group:

Quality class certificate registration
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SPP Group #1 v

* Identification of the SPP group:

1l Remove SPP Group
Once complete, click on Save or Save & Next.

4.1.6. Provision of certificate details
Select the correct options in the following list:

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 O No

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

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’.

Enter the conditions and limitations if there are any, if none you can toggle to 'No":

Quality class certificate registration



Notified Bodies user guide

Conditions and limitations

Yes o No e Conditions or limitations are required unless you select the option - No
Conditions and limitations - English (EN) v

* Conditions and limitations (EN):

Certificate document
* Select the language of the certificate:

O EN

=]

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.

Click on either Save or Save & Next.

4.1.7. Provision of SS(C)P documents

For certain high-risk devices that are implantable as required by the Regulation, the
provision of an SS(C)P is required. An SS(C)P record within EUDAMED can be attached
to many certificates. Hence, 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 record exists in EUDAMED that record will be
displayed. Otherwise, you may enter a new SS(C)P registration. You may also create a
new SS(C)P version of a reused SS(C)P (see Step 4.1.8 [14]):

SS(C)Ps

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

YYYY-MM.0D

* Select the document language:
Check registry
v
R P tadat:

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

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

* Is this SS(C)P validated?

OYes ONo

Quality class certificate registration 11
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In order to register an SS(C)P, a Basic UDI-DI 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

The Devices 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, and (for quality certificates only) a list of all devices registered by the
referenced manufacturer. You can select multiple devices.:

Add a Basic UDI-DI
* Basic UDI-DI(s) referen
Select Basic UDI-DI(s) to be &

Device(s) information

Basic UDI-DI 123455157X [ GS1], Classlia

Basic UDI-DI associated with this SS(C)P and certificate
* Basic UDI-Di(s) registered by the referenced manufacturer

No devices are associated yet Select Basic UDI-DI{s) Io be associated with the SS{C)P and relaled information
You can associate missing Basic UDI-DI(s) to this SS(C)P by clicking on ‘Add a ne\
> * Basic UDIDI code

|° Add a new device to this SS(C)F “

Basic UDI-DI 1234560572 | GS1), Class lla

Tl Remove this SS(C)P and metadata

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
:

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

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 the Preview button to review the provided information:

Quality class certificate registration 12
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Preview full registration for submission

Certificate identification

Notified Body number: 2409

Name: CE Certiso Orvos- &5 Kirhartechnikal Ellenbrzd és Tanbsitd Kit

Country: Hungary

Applicable regulation: MO (REGULATION (EU) 2017/7T45 on medical devices)
Certificate type: (MDR) EU quakty management system cerliicabe (Annex (X Chapler [

System or Procedure pack applicable: Yes

Certificate Number: MDRIOMSANeLDED 654 # Ean
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-000000E1 7. BE-Belgium-SystemProcedure Pack Produceri&ssg

Open all | -Close al

£1EF 1 Certificate languages -~
ETEF 2 Device group(s) A
STEF 3 Device{s) A
STEF 4 System or Procedure Fack|s) Y
STEP § Certificate details A
STEF & SS(C)Ps A

From this page you can easily access desired step of the wizard by clicking the respective
link:

STEP 1 Certificate languages

<Gobacktostep 1

Certificate languages: Estonian (ET)

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

xclose Certificate registration
Submission

Are you sure you want to register the issued certficate? o Congr jons. You have y registered your Reissued certificate

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

What do you want to do now?

View !he@mﬁ ate you just created - Cedificate number new-cert-number

Go to the "dmepage

From the congratulation 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.

Quality class certificate registration 13
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4.1.8. Create a new SS(C)P version of a reused SS(C)P

You can reuse and existing SS(C)P if one is already registered, and link your devices
to it. However, you can also create a new SS(C)P version, while referencing an existing
SS(C)P. Click Create new version.

ABC/800 R
Create new version

SS(C)P reference number SS(C)P revision number
ABC/800 | Rev.1
* Date issued
2022-01-12 az]
YYYY-MM-DD
[

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

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.

Delete this draft

\';5_ 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 masier document. You may optionally 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 number
ABC/800 Rev.2
* Date issued
Mar 2022 ~ < Today >
garian

|Su Mo Tu We Th Fr Sa

01 02 03 04 05
06 o7 08 09 10 1 12
13 14 15 16 17 18 19
P and certificate
20 21 2 23 24 25 26

2r 28 29 30

1o this SS(C)P by clicking on 'Add a new device to this SS(C)P*

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

Click Browse to upload the new master document in the pre-selected language, and
confirm that it has been validated.

Quality class certificate registration 14
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You are registering a new version of this SS(C)P. You will be asked to change the rewvision 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

$S(C)P information

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

ABC/800 Rev.2

* Date issued

2022-03-14

1 file uploaded successfully

YYYY-MM-DD

NB X00XX - SS(C)P [BG] [FDF 212 KB] x

Language of the master document: Bulgari
/ P | :ﬂﬁ-nr: that this version is the validated Master Document of the :F‘[iji

The Devices 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, and (for quality certificates only) a list of all devices 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) lo be associated with the SS(C)P and related information

Device(s) information 7] Basic UDI-DI 123455157 [ GS1], Class lia
Basic UDI-DI associated with this $S(C)P and certificate
* Basic UDI-DI(s) regi by the
No devices are associated yet Select Basic UDI-DI(s) to be associaled with the SS(C)P and related information

You can associate missing Basic UDI-Di(s) to this SS(C)P by clicking on ‘Add a ne\
[;} * Basic UDI-DI code:

[ Basic UDI-DI 1234560572 | GS1), Class lla

Tl Remove this SS(C)P and metadaia

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) to be associated with the SS(C)P and related information

* Basic UDI-DI code:
%

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

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

Quality class certificate registration 15
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ABCGC/800 v
Delete this draft

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 document. You may optionally link new Basic UD!

Di(s) to this SS(C)P version

SS(C)P information

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

ABC/800 Rev2
* Dale issued
2022-03-15 =]
YYYY-MM-DD
Bulganan

Language of the master document:

You may also perform the tasks in reverse order. First select the Basic UDI-DI(s) so they
display, then click Create new version and input the revision number, date and master

document etc.

Create new version

You are registering a new version of this SS(C)P. You will be asked to change the revis«n number, provide the
date issued by the manufacturer and upload a new master document You may lonally link new Basic UDI-

Di{s) to this SS(C)P version

S$S(C)P information

* §5(C)P reference number * SS(C)P revision nu

ABC/800

* Date issued

YYYY-MM-DD

Language of the master document:  Bulganan

Browse

Device(s) information
Basic UDI-DI associated with this $S(C)P # Edit

Basic UDI-DI 123455157X [Class lla - Implantable]
Basic UDI-DI 123456057Z [Class lla - Implantable]
Basic UDI-DI 1234560989 [Class lla - Implantable)

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

Quality class certificate registration
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Submission

Are you sure you want to register this certificate?

Cancel

From the congratulation page, click ‘View the certificate you just created’.

European Commission > EUDAMED

Home  Tasks v Search & view v T@nsmlukﬂn v A NB (CONFIRMER)

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

Certificate registration

° ngr You have your Issued

Your certificate number is MDR/IQMS/Dema/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

You can view the newly created certificate version, and all the devices linked to the new
registered SS(C)P version.

Certificate data  SS(C)P

e S S(C)P

ABC/800

Certificate: MDR/IQMS |

S$S(C)P reference number: ABC/800
Cortificate data Basic UDI-Di(s) code: 123455157X
Certificate data 1234000515
: i 1234560089
Vorsicn 1 [Curreed] | Last codatn date. B 202203.18
Notified body $8(C)P master document: NB XXXX - SS(C)Ppdf [212 KB] [BG]

Motified Body number: NB-1039

MName: SGS Baigum NV $S(C)P revision number: Rev2 Y
Country: Boigium

Uploaded from: Certificate registration
Date issued: 20220315
Is this SS(C)P validated?: Yes |

4.2. Product class certificate registration

On the homepage of EUDAMED, click on 'Register an issued certificate'. In this scenario
we will choose a product type certificate:

Product class certificate registration 17
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Welcome to EUDAMED

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

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 Applications/Refused certificates

ister an issued certificate

anage your users

4.2.1. Provision of core certificate data

In the first step you must choose between one of two applicable regulation types, then a

certificate type.

You must also enter a certificate number and an optional revision number.

Enter the correct dates concerning the certificate, and enter the Actor ID/SRN or name of

the manufacturer:

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 IWDR (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

i
%

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

Click on Save & Next.

4.2.2. Provision of certificate language

Click 'Add languages' and the system will display a dialog from where you can multi-select

from a list of official EU languages:

Product class certificate registration
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o 2 3 4 5

Certificate Device Device(s) System or Certificate
languages group(s) Procedure details
Pack(s)

Certificate languages

Please provide certificate language(s):
No selection

* Add language(s) ¥

Once you are done you can either Save your draft or click Save & Next to continue to the
next step.

4.2.3. Provision of device data

In this step, you must enter a Basic UDI-DI code and choose the codes for the device type
from the dropdown list:

© 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
W \dd o complete information of Codes can
() be found here
MDA 0000
Horizontal codes

= v

Enter the Intended purpose of the device in each language you have chosen in the prior
steps:

Product class certificate registration 19
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Intended purpose
* Intended purpose is required to be provided in at least one language:

Intended purpose - Croatian (HR) v

Add the intended purpose (HR):

Click either Save or Save & Next.

4.2.4. Provision of certificate details

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

Conditions and limitations

Yes O No e 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):

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:

* Select the language of the certificate:

MHR MNL MLV

A

Click either Save or Save & Next.

Product class certificate registration
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4.2.5. Provision of SS(C)P documents

For certain high risk devices that are implantable as required by the Regulation, the
provision of an SS(C)P is required.

An SS(C)P record within EUDAMED can be attached to many certificates. Hence, 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 record exists in EUDAMED that record will be displayed. Otherwise, you may enter a
new SS(C)P registration:

SS(C)Ps

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

6 Only the 'validated' SSCP in the main language must be provided SS(C)P reference number  SS(C)P revision number

ABC/10 Rev.1

8S8(C)P reference number * Date issued 5

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

YYY-MM-0D
| I Check registry * Select the document language:
Tl Remove this SSCP and metadata

o Add SSCP

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

The Devices 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

* Basic UDI-Dis) referenced in this cerficate

Device(s) information

Basic UDLDI sssocisted with this S3/C)P and certificats

No denaces are ansocssod yol
You can assocate messang Basec UDI Dis) 1 s SS(C )P by O

[o PP

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 the Confirm button.
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SS(C)P reference number SS(C)P revision number

| ABC/10 ‘ Rev1

* Date issued.

2021-09-23 =]

YYYY-MM-DD

1 file uploaded successfully

NB J00X - SS(C)P [CS] [PDF 212 KB ®

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

Basic UDI-DI 1234550171 [Class lIb - Implantable - Non suture, staple, dental filling, dental brace, tooth crown
screw, wedge, plate, wire, pin, clip or connector]

il Remove this SSCP and metadata

o Add SSCP

To register additional SS(C)Ps, click on 'Add SSCP'. You will be provided with a new
search dialog for an SS(C)P.

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

I ABC/M10 I Rev.1

* Date issued

2021-09-23 =]

YYYY-MM-00

1 file uploaded successfully

NB XXKX - SS{C)P [CS] [PDF 212 K8] ®

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

Basic UDI-DI 123455017L [Class lib - Implantable - Non suture, staple, dental filling, dental brace, tooth crown
screw, wedge, plate, wire, pin, clip or connector]

il Remove this SSCP and metadata

$S5(C)P reference number v

SS(C)P reference number SS(C)P revision number
‘ ‘ Check registry

il Remove this SSCP and metadata

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

SS{C)P reference number SS{CIP n uClose
= Add a Basic UDI-DI
ABCI o1 " Easic UD-Di(5) referenced in this certincane
x : Smlatt B UDKDNS) 18 be sasocasted with 15g SSIC)P aret selatsd wdommatan
* Date issued O Basc UDIDNIZMENRIIM | GE1), Class B
2022-03-24 =]
YYYY-MM-DD n2

1 file uploaded successfully

NB JO0X - SS(C)P [BG] [PDF 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(CP

o Add a new dewice to this SS(CP

i Remove this SS(CIP and metadata

ABC/11

‘

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

Confirm Cancel

When finished click Save or Save & Next.

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 Step
4.1.7 [11] for Quality certificates). Click ‘Add a new device to this SS(C)P’ to add new
devices to this new SS(C)P version:
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ABC/800 v

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

* Date issued
2022-03-15 =

YYYY-MM-DD
NB XXXX - SS(C)P [BG] [PDF 212 KBJ]

Device(s) information

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

No devices are associated yet

Create new version

You can associate missing Basic UDI-DI(s) to this SS{(C)P by clicking ck 'Add a new device to this SS(C)P

G Add a new davice to this SS(C)P

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:

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

ll]_ Basic UDI-DI 123451013J4 | GS1], Class Hi
L

[J Basic UDI-DI 123451012J2 [ GS1], Class Il

Confirm Cancel

The selected devices are listed:

Product class certificate registration
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ABC/800 v
Create new version

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

ABCI/800 Rev.2

* Date issued
2022-03-15 =

YYYY-MM-DD
NB XXXX - SS{C)P [BG] [PDF 212 KE

Device(s) information B

Basic UDI-DI associated with this S3(C)P # Edit
Basic UDI-DI 1234510134 [Class Ill - Implantable]
Basic UDI-DI 12345101242 [Class Il - Implantable]

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

il Remove this SS(C)P and metadata

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:

Product class certificate registration
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ABC/800 v

Dedete s dral

You are registerng a new version of this SS(CP You will be asked to change the revision number, provide the
date issued by the manufacturer and upload a new master document. You may optionaly link new Basic LD
Difs) 1o this SS{C)P version

$S(C)P information
* S5{C)P reference numbsar ® SS(CIP revision niember
ABC/B00 Rev3

* Date issued
2022.03-15 |
YYYY-hM-DD
Language of the master document: Buiganan

1 fila uploaded successfully

NB 200K - SSICHP BG] [PDF 212 KB) ®
| conbimn that thes varson & the validasied Master Document of the SS{C P

Device(s) information

Basic UDI-DI aasociated with this S5{C)P # Edn
Basic UDI-DI 1234510134 [Class [Il - Implariable]

Basic UDI-DI 1234510122 [Class 11l - Imglantabibe]

° Add a new dewica o this SS(CIP

ﬂ Remowe this SS5(C)F and metadala

:::;'.rur-.. .‘l- NII:I f :'{lll‘!:‘rl

Click Save to save as a draft, Preview to verify the information provided, or Submit to
submit your registration.

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

Your certificate number s

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' link in order to return to your homepage.

Product class certificate registration
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5. Register a refused

certificate

To register a refused certificate, go to the homepage of EUDAMED as a Notified Body,
look for the Application/Refused section and there click 'Register a refused certificate'.

Welcome to EUDAMED

MDR EUDAMED is the [T system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Requlation (EU) 2017/746 on in vitro See all the news
diagnosis medical devices

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

Tasks
By madule, 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 Applications/Refused certificates

Assess user access requests Manage SS{C)P Register a refused certificate

Wanage your users

thdrawnirefused appication

Manage your refused certificates/appications.

Applications/Refused certificates

Register a refused certificate
Register a withdrawn/refused application

Manage your refused certificates/applications

5.1. Provision of core data

You are now brought to the core information page for the refused certificate, this step
resembles the process for registering a normal certificate.
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(")required field

My
:&! Fields next to this symbol will not be publicly available

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

Country: Beigium

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

* Conformity assessment procedure

* Application reference number * Application submission date:
|
YYYY-MM-DD
Refusal reference number * Date of issue of the refusal
YYYY-MM-DD

Select the applicable Regulation and the conformity assessment procedure from the list.
Then, enter the application reference number.

NOTE
S The system will warn you when the application reference number is not unique.

Provide the correct dates for both the application submission and the date of issue of the
refusal.

Enter the Manufacturer information (after entering the Actor ID/SRN or Name).

Manufacturer identification

# Change Manufacturer
Organisation name: ——
Actor IDISRN: FMFFF—————+
Address:

Telephone number: ——===—

Email: —

Save & Next

Click Save & next.

Provision of core data 29
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5.2. Decision languages

In this step, click 'Add language(s)' and select the languages from pop-up.

@ . ) :
Decision Device Device(s) Reasons for
languages group(s) decision

Decision languages

Please provide decision language(s)
No selection

* Add language(s) »

You can remove all the languages or add more if you wish to.

Remove all

Spanish (ES) Swedish (SV)

*\Add more language(s) ¥»!

When you are done click Save & Next.

5.3. Device group(s)

Next, you will need to add a device group.

Click + Add a device group.

(] & 3 a

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

Device group(s)

If certificate includes identification of group(s) of devices within its scope. add devices here

o Add a device group

Save & HE)‘T ‘:anr -

Enter the identification of the device group and the risk class.
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Device Group #1

‘

* Identification of the device group

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

Ociass|
[Ociass lla
O ciass i
Oclass il

Remove this device group

Click Save & Next.

5.4. Devices

Click + Add a device.

o © 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

Choose "Yes' or 'No' whether the device is custom made or not.

Device(s)

* Custom made class lll implantable

Oves Ono

Remove this device

° Add a device

Provide either a Name/Reference/Basic UDI-DI.

Devices
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* Provide one of the below

O Name
O Reference/Catalogue number

O Basic UDI-DI

Choose the 'Risk class'.

* Risk class
The device is of

O Class|

O Ciftns lla
O Class b
O Class i

Click Save & Next.

5.5. Reasons for decision

In this step you need to provide the information to why you have refused this certificate.

Select one or more reasons from the list below, and enter the reason for the refusal
comment in the languages you have chosen in the Decision languages step (in this case,
Spanish and Slovak).

Reasons for decision

*“ Reason for Refusal

Compliance: failure to close non-conformities

Compliance: Quality Management System failure L\\?
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

Oodoooon

Other
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NOTE
S If you select 'Other’, you will have to provide the reason in the languages you have
chosen in the Decision languages step.

* Reason for refusal comment (ES): * Reason for refusal comment (SV)

Decision on refusal document

Upload refusal document

Click Submit to finish the registration:

Cancel

Refused Certificate Registration

o Congratulations. You have successfully registered your refused certificate

Your refused certificate application reference number is My-apppl-1

What do you want to do now?

Go to the homepage
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6. Update a certificate

NOTE
3 In order to update a certificate, be sure to change the status in the search filters on the
Manage your certificates page to 'Registered'.

6.1. Amend

To amend a certificate, you will have to click the three dots next to the certificate you wish
to amend and click '"Amend Certificate'.

® Registered o=

® View Certificate

# Amend Certificate

# Suspend Certificate
#  Withdraw Certificate

# Cancel (by MF) Certificate

TIP
'Amend Certificate' is missing?
» Verify that your certificate is not in draft state within the certificate management page.

« |f a draft version exists, it must be finalised or deleted. The 'Amend Certificate'
operation will now be available.

You will arrive to the following page.
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Amended 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

(") Centificate language(s) Notified body information
Device group(s) Notified Body number:
Name:
Device(s)
Country:

* Certificate details
Manufacturer identification

Version 2 [Curreng | Last updste aste: Bl 20210419
# Update with new actor version
Actor ID/SRN:
Organisation name:
Address:

Authorised representative identification

Version 1 [Currenf] | Last updste dste: B 2021.04.18
# Update with new actor version
Actor ID/SRN:
Organisation name:
Address:

Remove this authorised representative

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 it exists):

Manufacturer identification

Version 2 [Currenf] | Last updste date: B 2021-04-13
Select the new actor versioninthelist S R
Actor ID/SRN:
Role: Manufacturer
Country: United Kingdom (excl. Northem Ireland)
Actor / Organisation name:
Address: London

Email:

Telephone number: -

Select this version

[Version 1] A~

Cancel

Click the Select this version button to select actor version and close this dialog.

The preceding certificate information box displays core information about the preceding
certificate.

Preceding certificate information

Applicable legislation: MDR (REGULATION (EU) 2017/745 on medical devices)
Certificate type: (MDR) EU type-examination certificate (Annex X)
Certificate identifier: MDR/TE/SS(C)P/089-654
Revision number: Rev.1
Date of issue: 2021-06-29
Starting certificate validity date: 2021-06-29
Date of expiry: 2022-06-29
Status: Issued
Amend
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Below that, you will see the following.

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

Enter the new 'Certificate Number' and add a revision number if you want to. 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
comment box in the language the certificate was registered.

* §tatus 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

oooogono

* Comment (DE):

In the next steps, you will have to enter the information as if you are creating a new
certificate. When you are done, click Submit.

Certificate identification

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

* Certificate details

Once you are done, click either Save to save your work without submitting or Submit to
submit it straight away.

Cance‘
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6.2. Supplement

To supplement a certificate, click the three dots next to the desired certificate and then

click 'Supplement Certificate' from the dropdown menu:

Active filters

State: Registered Clear all filtters

Showing 1 to 20 of 34 entries

Show | 20 v | entries per page

MF/PR Actor ID/SRN MF/PR Name Certificate number i ol Dena B

type fssua 1t expiry It Status State Actions

(IVDR) EU

technical
Business B6 Unit documentation )
Manufacturer [All languages Test3-D-01 assgssment 2021-08-20 2026-08-20 Issued ® Registered
el certificate
(Annex IX @ View Cerificate
Chapter Il

BE-MF-000000065

#  Amend Certificate
(MDR) EU
technical
documentation i

test2-/ll assessment 2021-08-20 2026-08-31 lssued °
certificate 7 s
(Annex IX
Chapter Il) # Withdraw Certificate

& Restrict Cerfificate

Business B6 Unit
Manufacturer [All languages]

lement Certificats

BE-MF-000000065

Certificate

(MDR) EU o
quality
assurance
IE-MF-000000221 QUASAR [All languages] MDR/QA/DeviceGroup/72 certificate 2021-08-18 2021-08-19  Reinstatet -
(Annex Xl Part
A)

#  Re-issue Certificate

TIP
@ 'Supplement 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 finalised or deleted. The 'Supplement Certificate'

operation will now be available.

On the next screen, you will find all information relevant to the specific certificate and
a menu with different sections on the left. Complete the information on the Certificate

identification tab:

Supplement
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Supplemented Certificate registration

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

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

Scroll down and fill in the 'New Certificate Information':

New Certificate Information

* Centificate Number Revision number
| Test3-D-01 | | Rev.1
* Date of issue * Date of expiry:

2021-08-24| =] ‘ 2026-08-20 =i
VY Y-MM-DD YY¥Y-MM-DD
Status: * Starting validity date:
Supplemented 2021-08-24 =

TEMIECD o

s

* Status change reason
Bl Product: add a device{s)group of device(s)

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

* Comment (ML)

new device

Provide comments in each certificate language and click Save to proceed:

Supplement
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* Comment (FR):

new device

* Comment (DE).

new device

Click on the section Devices from the menu on the left and 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

* Centificate identification DEViCG(S)

A} Casticals iy} Basic UDI-DI - 123455017L -

Basic UDI-DI - 123455007J -~

* Certificate details
Basic UDI-DI - 123455027N ~

Sae Coneel

() SS(CPs

Click on the banner marked /ltem to expand the information for this 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 identfication Device(s)

) Cortbcate langiage(s) Basic UDI-DI - 123455017L -

Basic UDI-DI - 123455007J -~

* Certificate details

Basic UDI-DI - 123455027N ~
() Ss(CPs

Item #4 ~

o Add a device:
Sae coneel

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

* Centificate identification DeViCe(S)
) Sesics ey Basic UDI-DI - 1234550171 -
Basic UDI-DI - 1234550074 -~
* Centificate details
Basic UDI-DI - 123455027N -~

) SSCPs

* Enter Basic UDI-DI code:

Device type
Codes according to the device type
* Codes:
Tre ool somment witr the
v (i
be found here
MDA 0000

Supplement
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Fill in all the new details for the supplement, i.e. choose 'Device type' and provide the
intended purpose:

* Centificate identification

Device(s)
O ampas) Basic UDI-DI - 12345501 7L -
Basic UDI-DI - 123455007J v
* Certificate details
() SS(CPs Basic UDI-DI code: 123455007
Issuing Entity: GS1
Risk class: Class lib
Device type
Codes according to the device type
* Codes.
The official document with the
v €@ complete information of Codes can
be found here
MDA0101 - Active A

implantable devices for .
vices delivering drugs or other substances Il Remove
stimulation/inhibition
/monitoring
MDA0102 - Active
implantable devices

delivering drugs or other The official document with the

. € complete information of Codes can
I be found here
MDA 0000

Figure 97: Provision of details to a Basic UDI-DI

Once you have provided the necessary information, click on Save:

Intended purpose - German (DE)

* Add the intended purpose (DE)

intended purpose

ill Remove this device
o Add a device

Figure 98: Intended purpose of a Basic UDI-DI

Click on the Cetrtificate details section from the menu on the left and complete all the
steps:
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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 enterimody data

* Certificate identification Certificate details
(°) Centficate language(s)

Conditions and limitations
ves (O o e P

() SS(C)Ps Conditions and limitations - German (DE) -

* Device(s)

* Conditions and limitations (DE):

Some conditions

Conditions and limitations - French (FR) v

* Con ations (FR)

Some li

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 certificate:

MDE [AFR [NL

Browse 'h

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

Certificate document

* Select the language of the certificate

1 file uploaded successfully

NB X0(X - Certificate [DE, FR, NL] [PDF B x

Ctncst

K
g

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'":
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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

S SS(C)Ps
——
(") Dewice group(s}
(%) Device(s)

et SS(C)P reference number: ABC/100

(") SS(C)Ps Basic UDI-Di(s) code: 1234551672

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

b Master document version 1 [Current] | § Not validated | Uplcad date 2022-03-10
$5(C)P master document: NB 00X - SS(C)Ppdf [212 KB] [BG]
$S5(C)P revision number: Rev.1
Uploaded from: Certificale registrabon
Date issued: 2022-03-10

6 Be aware that f there are devices within the scope of the cerlificate that are,
> lib implantable that are sutures, staples, dental fillings, dental braces, footh crowns, screws, wedges, plates, wires, pins, clips or
connecors
> lla mplantable
a sscp with related information such as the Basic UDI-DI(f not already provided) will be required to provide in the SSCP step.

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 enter/modify data

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

) Create a new version of this S5(C)P master document
o o Upload a new version of the master document

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

I ABC/500 new revision number }

* Date issued:

YYYY-MM-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

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

1 file uploaded successfully

NB XXXX - SS(C)P [NL] [PDF 212 KB] »®

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

Confirm Cancel

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 it is optional to enter/modify data

* Certificate identification SS(C)PS
(%) Certificate language(s) ABC/500 <
* Device(s)

g
SS(CIPrefrence number sscso

Basic UDI-D(s) code: 123455017L

Master document version 2 [Current] | @ Validated | Upload date 2021-08-11 | See version history

$5(C)P master document: NB 000X - SS{C)Ppdf [212 KB] [NL]
$5(C)P revision number: Rev.s

Uploaded from: Certificate registration

Date issued: 2021-08-11

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

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 lo provide new data or modify existing data
{") Section in which il is optional to enter/modify data

# OIS KRomcascn SS(C)Ps
I
(") Dewice group(s)

(*) Device(s) =Cise '

Add a Basic UDI-DI

* Certificate details SS(C)P reference number-

(1S5(C)Ps Basic UDI-Di(s) code:

©) 9 2 now dovice to s sSICP sk 904 by the

Select Basic UDI-Di{s} 1o be assocated with the SS{C)P and reisted nformation

C} Master document version 1 [Current] | @ Not vakgdated| N
Basic UDI-DI code

S$S(C)P master document: N B

$3(C)P revision number: Rev ] Basic UDLDI 1234560572 GS1]. Class fia

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 mpiantable
a sscp with related informabon such as the Basic UDI-DI(if not already provided) will be required to provide in the SSCP step. |

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:

* Certiicate identifcation SS(C)Ps
—
(") Dewvice group(s)
() Device(s)

$S(C)P reference number: ABC/100
RS Basic UDI-Di(s) code: 1234551672

1234560887 W
1234560683 W

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

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

$5(C)P master document: NB XXXX - SS(C)Ppdf [212 KB] [BG] A
S$S5(C)P revision number: Revi

Uploaded from: Certificate registrabon

Date issued: 2022-03-10

When you have fully reviewed all the information provided, click Submit:

Sa‘“.g m l: - gl

The system will confirm the successful registration of the Supplemented certificate.
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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 - Centificate number Test3-D-01

Go to th ;@mqpage

6.3. Restrict

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

Showing 1 to 20 of 34 entries

MF/PR Actor IDVSRN

MF/PR Name

Certificate number It

Cenificate Date of Date of

Show | 20 ~ | enines per page

Status

BE-MF-000000065
BE-MF-000000065

IE-MF-000000221 BE-PR-000000324

TIP

"

Business B6 Unit
Manufacturer [All languages]

Business B6 Unit
Manufacturer [All languages]

QUASAR [All languages]
SPPP_Release71 [All
languages]

test2ll

Test3-D-01

MDR/QMS/Other/Comments

'Restrict Certificate' is missing?

type issue 1§ expiry It

(MDR) EU
technical
documentation
assessment 2021-08-20 2026-08-31
cerificate

(Annex IX

Chapter I}

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

2021-08-20 2026-08-20

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

2021-08-18 2026-08-11

Issued ® Registerad -
@ view Certificate
# Amend Certificate
Issued
# Cancel (by MF) Certificate
# Re-msye Cerificate
Supplementea @ Kegistereg bl

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

« [f a draft version exists, it must be finalised or deleted. The 'Restrict Certificate'
operation will now be available.

On the next screen, you will find all information relevant to the specific certificate and a
menu with different sections on the left. Complete the details for the default Certificate

identification tab:
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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:
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 technical documentation assessment certificate (Annex [X Chapter Il)
MDR/TDA/BUDISS(C)P

Rev1

2021-09-23

2021-09-23

2022-09-23

Supplemented

Scroll down and fill in the 'New Certificate Information":

* Make sure to change the Certificate Number, otherwise the system will recognise the

restricted certificate as a duplicate of the registered certificate (see below). 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: MOR (REGULATION (EU) 2017/745 on medical devices)

Certificate type: (MDR) EU technical documentation assessment cerificate (Annex [X Chapter Il)
Certificate identifier: hest2-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 Rewision number
test2-l ‘
O ODuplicate preceding cerfificate
information found D‘?
* Date of issue * Date of expiry
=
D0 .
Status * Starting validity date
Restricted

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.

Restrict
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* 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/AVDR Regulations not met
Product: obsolete — no longer placed on the market

Product: has been reclassified

NB reduces certificate scope

Other

Other reason (NL)

o000’ Oc®aO0O

* Other reason (FR):

Provide comments in the Comment box in all the languages of the certificate and click
Save.

* Comment (NL)

Comments

* Comment (FR):

Chmments

Conce

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)

() Certificate |
e i ) Basic UDI-DI - 12345567894C v
* Certificate details Basic UDI-DI code: 12345567894C
Issuing Entity: Gs1

it Risk class: Class i

Device type
Codes according to the device type

* Codes

The official ocument with the
€ complete information of Codes can
be found here
stimulation/inhibition |

/monitoring |
MDA0102 - Active
implantable devices
delivering drugs or other

1table devices for L and removal of including devices for

Codes

The official documant with the
v € comelete information of Codes ean
L be found here
MDA 0000

MD$1005 - Devices in sterile condition il Remove

MDT2001 - Devices manufactured using metal processing il Remove

Intended purpose
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Fill in the intended purpose of the device in all the certificate’s languages and click Save:

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

Intended purpose - Dutch (NL) v

" Add the intended purpose (NL).

[:r‘ new intended purpose of this device|

Intended purpese - French (FR) A

Tl Remove this device

Eae Soed

Review and update information under the Certificate details section in all relevant
languages:

* Certificate identification Certificate details

(") Certificate language(s)

Device(s) Conditions and limitations

! Yes o No () concitions o imitations sre requires unless you select the option - Mo
\
(') SSCP(s) Conditions and limitations - Dutch (NL}) v

* Conditions and limitations (NL)

Conditions test2

Conditions and limitations - French (FR) -

Certificate document

* Select the language of the certificate:

OFR OHL

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

MFR NLJ

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

* Select the language of the certificate:

=

1 file uploaded successfully

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

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,
e e
Devices)
* Certificate details
Sigal i [ISEICH roeencs ne: Test2 Wl
Basic UDI-DI{s) code: 12345567894C

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

55{C)P master document: mdeg_2019_9_sscp_en.pdf [128 KB] [FR]
S5(C)P revision number:
Uploaded from: Centificate registration

Date issued: 2021-08-20

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 SSC P(S)
— -
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.
Test2 ll
* Date issued
FOYY-MM-DO ) [:?
Language of the master document: French

Browse

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

Confirm Cancel

S Goncel

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'
— ="V ]
Device(s)
* Centificate details Discard
S5(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 X300 - S§(C)P.pdf [212 KB] [FR]
$5(C)P revision number: Rev.2

Uploaded from: Certificate registration

Date issued: 2021-08-23

S m -

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.

Submission

Are you sure you want to register this cenificate?

6.4. Re-issuing a quality/product
certificate

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

Certificates management

~
CURRENTACTY | sawn pvam | oo s

DT £ gty managamers

BEMEDO000002 Al e AR lsruisges) MDRGMS Denott? O 2
MDR EUDAMED

WORTONDem72 G 7 - B
Tasks

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

User management UDI-BisiDevice ertiflc nagement BpplicationsRefused certificates
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TIP
'Re-issue Certificate' is missing?

+ Verify that your certificate is not in draft state within the certificate management

page.

« [f a draft version exists, it must be finalised or deleted. The Re-issue Certificate
operation will now be available.

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 Certificate’:

Certificates management

Cartificate Type

Role Actor IDVSRN

Status

Regster an issuad cedificale

Date of Date of
insue 13 expiry If

MEPR Name Certificate number I

Certificate type

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 20210814

Actor ID/SRN:
Organisation name:
Address:

Preceding certificate information

Applicable legislation:
Certificate type:

Certificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

° Add another prece

ding certificate

# Update with new actor version

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

(MDR) EU quality management system certificate (Annex IX Chapter 1)
QMS1+QMS2

Rev.1

2021-09-15

2021-09-15

2026-09-15

Reissued

4. Select the right actor version from the list:
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Manufacturer identification

Version & Mistory] | Last upete date: Bl 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-@m—— - 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 on Save & Next to proceed:

ApplCanie legisiauon MUK (KEGULATIUN (EU) 20117749 0N IECICH! DBVICES)
Certificate type: (MDR} EU quality managemenl system certificate (Annex [X Chapter |)
Certificate identifier: I MDR/QMS/Demal22 Q1.2 I

Re-issued Certificate registration Ravtalon iabior:

Notified body information

Date of issue:
Motified Body mmber: NE. 1030

Mame — Starting certificate validity date: 2022-03-11

Country: Hoige

Date of expiry: 2027-03-11
Manufacturer identification Status: Issued
New Certificate Infor
* Certificate Number Rewision number
|MDR|'OMS-‘Oem0'22 Q12 Rev.1
* Date of issue * Date of axpiry
122031 (o] =]
Y-l
Status * Starting validity date
Rerssue
=]

uplt @ prece ing certt jcate \n orma on |
d T I
o \ re tif \ i
Dup cate p q
& Next >

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: Click '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:

Re-issued certificate registration

Q e 3 s
Manufacturer identification B

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

Device group(s)
Certificate identification

Name: T
Country: Germany * Identification of the device group.
Applicable regulation: MDR (REGULATION (EU) A device group - QMS1

2017/745 on medical devices)
Certificate type: (MDR) EU quality management system

certificate (Annex IX Chapter I)
System or Procedure pack applicable: No

" Risk class
# Edit
Centificate Number: QMS1+QMS2 The device group contains device(s) of:
Revision number: Rev2 M Class |
Status: Reissued [cClass lla
Starting certificate validity date: 2021-09-23 [JClass lib
Date of issue: 2021-09-23 [ Class i

Date of expiry: 2026-09-23

* 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 * Characteristic(s) of class | devices in the device group
[ARe-usable surgical instrument IRe-usable surgical instrument

[]With a measuring function [C1With a measuring function

[IPtaced on the market in sterile condition [IPtaced on the market in sterile condition

1 Remove this desice group 1 Remove this device group

1>

o Ad aroup e @

o Add a device group

Cancel

Cancel

11. Fill in the required information and click Save & Next:

Third device gr

" |dentification of the device group

Third device group

* Risk class

The dewce group contains device(s) of
[CClass |

[Cclass lia

FcClass lib

[CJClass Il

Hl Remove this device group

Cancel
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12. Fill in the information for the Devices: step:

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)

Certificate 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

Preceding certificate inf ti
= OMS1+QMS2Rev.1

13. Click + Add a device group and then click on the appearing 'ltem' under 'Devices":

& &

Certificate Device
languages group(s)
Device(s)

Device - QMS1

___________________

© 4 4

Certificate Device Device(s) Certificate
languages group(s) detais

Device(s)

* Custom made ciass 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 lla
OClass b

OClass ll

@ g :
Device(s) Certificate SS(C)Ps
details

1>

Save Save & Next

Cancel

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

Re-issuing a quality/product certificate

55



Notified Bodies user guide

& L4 @ : ;

Certificate Device Device(s) Certificate SS(CPs
languages group(s) details
Device(s)
Device - QMS1 A

* Custom made class lll implantable

®Yes OMNo

* Description:

Remove this device

o Add a device

15. Fill in the information required to complete the Certificate details step:

(%]
@©

Re-issued certificate registration

Manufacturer identification ° ° ° o

Certificate Device Device(s) Certificate
languages group(s) details
Certificate details
Certificate identification
* Special Device within the sco
Notified Body number: ——— i Yo i
Dewices manufactured utilising tissues or cells of animal ongin or their dervatives
Name: | ——
Country: Germany OYes ONo
Applicable regulation: MDR (REGULATION (EU) Devices manufactured utilising tissues or cells of human ongin or their denvatives

2017/745 on medical devices)
Certificate type: (MDR) EU quality management system
certificate (Annex [X Chapter )
System or Procedure pack applicable: No OYes ONo

OYes ONo

Dewces in sterile condition

Devices incorporating as an integral part an in witro diagnostic device

# Edit OYes ONo

Centificate Number: QMS1+QMS2
Devices without an intended medical purpose listed in Annex XVI to Regulation (EU) 2017/745
Revision number: Rev2
Status: Reissued OYes ONeo
Starting certificate validity date: 2021-09-23
Date of issue: 2021-09-23
i P e Conditions and limitations
Yes C’ No o Conditions or limitations sre 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:

Re-issuing a quality/product certificate
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Conditions and limitations - Slovenian (SL) v

* Conditions and imitations (SL):

Comments - QMS2

Conditions and limitations - Slovak (SK) hd

* 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

[FHU FIPL MSK FMsU

e

18. Once you have successfully uploaded the new certificate document(s), click Save &
Next:

Certificate document

* Select the language of the certificate:

Browse

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 step; 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).
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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.

Manufacturer identification ° o o o e

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

BE-MF-000000062, Alfa indusiries Haguages groupts) e
SS(C)Ps

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

: Seioc BRI UDIDHS) 10 ba SSS0Cated with 1he SS(C)P and 1estod inematon
Country: Belgium B Basc UDLDI 123455157 | GS1]
Applicable regulation: MDR (REGULATION (EU)
2017/745 on medical devices) $S(C)P reference number: * Basic UDI-Dis) by the
: { 1l

Certificate type: (MDR) EU quality management syslem Basic UDI-DI(s) code:
certificate (Annex IX Chapter I) * Basic LDI-0I code

System or Procedure pack applicable: No

" Add a new device 10 this SS(¢
iz B ase UDLDI 1234
Certificate Number: MDR/QMS/Demo/22.G1.2 e
Revision number: Rev 1 Master document version 1 [Current] | @ Va
- | D10
Status: Reissued $3(C)P master document: —
Starting certificate validity date: 2022-03-17 SMCIP Fviilc Db
Date of issue: 2022-03-17
- r‘:um m
Date of expiry: 2027-03-17 Uploaded from: ¥
Date issued 2022-03-15

Preceding certificate information ‘

6 Be aware that if there are devices within the scope of the certificate that are;
NB-103gMDR/QMS/Dema/22 Q1 2

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:

o © © o 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
ABC/800 v
Notified Body number: NE-1038
Name: SGS Belgium NV
Country: Belgium
Applicable regulation: MDR (REGULATION (EU)
20171745 on medical devices) SS(C)P reference number: ABC/B00
Certificate type: (MDR) EU quality managemen! system Basic UDI-DIs) code:
certificate (Annex X Chapler [)
System or Procedure pack applicable: No

# Edit
- 3 ) Add a new device lo this SS{CIP
Certificate Number: MDR/QMS/Demo/22 Q1.2 o £ad a new dewice 10 this So(Li
Revision number: Rev 1
Master document version 1 [Current] | © Validated | Upload date 2022-03-15

Status: Reissued
Starting certificate validity date: 2022-03-17 S3(C)P master document: NB XXX - SS(C)P.pdi [212 KB] [BO]
Date of lssue: 2022-03-17 S$S(C)P revision number: Rev2
Date of expiry: 2027-03-17

Uploaded from: Certificale registration

Date issued 2022-03-15
Preceding certificate information
NB-1030MDR/QMS/Demai22 Q1 2 ) P s R |

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

Re-issuing a quality/product certificate 59



Notified Bodies user guide

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:

1 file uploaded successfully

NB XXXXX - SS(C)P [BG] [POF 212 KE

p | confirm that this version is the validated Master D

Add a Basic UDI-DI

* Basic UDI-Di(s) referenced in this certificate
Selecl Basic UDI-DI(s) to be associated with the SS(C)P and related information

Basic UDI-DI 123455157X [ GS1], Class lla

* 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

* Basic UDI-DI code

xLlose

Device(s) information

Basic UDI-DI associated with this SS{C)P
Basic UDI-DI 1234560572 [Class lla -
Basic UDI-DI 1234560989 [CI

Basic UDI-DI 1234551

<]

plantable]

a

la - Implantable]

Basic UDI-DI 1234560572 | GS1], Class lla

Basic UDI-DI 1234560089 | GS1], Class lla

[Class lla - Implantable] [B Basic UDI-) 1234560857 [ GS1], Class llg
v 4

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

Basic UDI-DI 1234560683 | GS1], Class lia

[0 Basic UDI-DI 1234560785 | GS1), Class lia

Confirm

Cancel

Click Save, and when you register the certificate, this SS(C)P will be saved:

Master document version 1 [Current] | € Validate.

SS(C}P master document: NB X
SS(CHP revision number. Rev.2
Uploaded from: Cer]

Date issued. 022

Certificate identification

Notified Body number: N8.1020

Name: SGS Balgium NV

Country: Belgam

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

Certificate type: (MDR) EU quaiity management system
centificate (Annex IX Chapter I}

System or Procedure pack applicable: Mo

# Edt
Certificate Number: MOR/QMS/Dema22 Q1.2
Revision number: Rewv 1
Status: Reissued
Starting certificate validity date: 2022 0317
Date of issue: 2072.03.17
Date of expiry: 2027.03.17

B i : -
r g

NB-1030MDR/OMSDemo22 Q1.2

SS(C)Ps

ABC/800 v

Delete this draft

$S{(C)P reference number:

ABC/B00

Basic UDI-Di{s) code:

o Add & new device 1o this SS{C)P

Master document version 1 [Current] | © Validated | Upload date 2022:03.17

S$({C)P master document: NB JOOXK - SS(C)Ppd! [212 KB] (BG] b
SS(CJP revision number.

Uploaded from: Certificale regsiration

Date issued 2022.0317

1 the scope of the certificata that are

s, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires

8 sscp with related imformation such as the Basic UDI-DI(f not already provided) will be required to provide in the SSCP

21. Registering a new SS(C)P, then adding device(s) to it. Click + Add SSCP, then
provide the reference and revision number:
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Master document version 1 [Current] | @ Validated | Upload date 2022-03-17

55(C)P master document: N8 XXXX - SS{C)F pdi [212 KB] [BG]

$5(C)P revision number: Rev.2 SS(C)Ps
Uploaded from: Certificale registrabion

Date issued: 2022-00-17

B aware that if thy

¥ iib implantable t $3(C)P reference number v

pins, chps Of COMNG

¥ lla mplantable

SS{CHP reference number S5{C)P revision number
a ssep with rolatag I

steg

ABC/B05 Rewv 1| Cherk regisiry

° Md_ﬁiﬁg_’ W Remove this SS{C)P and metadata
m s

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

SS(C)P ABC/805 Rev 1 1s not registered in EUDAMED for the selected manufacturer. Please provide the
information below

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):

ABC/BO5 v

SS(C)P ABC/B05 Rev 1 1s nol registered in EUDAMED for the selected manufacturer. Please provide the
information below

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

ABC/B05 Rev.1

* Date issued

2022-03-17 =]

YYYY-MMDD

1 file uploaded successfully

* Select the document language

Bulganan NB XXXX - SS(C)P [BG] [PDF 212 KI x

* Prowide SS({C)P dog

* Is this SS(C)P validated?

® Yes O No
* Is this SS(C)P validated?

Yes No

Device(s) information

Basic UDI-DI associated with this S3(C)P and certificate

No dewvices are associated yet

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

* Basic UDI-DI(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 Iig

[0 Basic UDI-Di 1234568080 | GS1], Class lla
[0 Basic UDI-DI 1234560887 | GS1], Class lia
[0 Basic UDI-DI 1234560683}, GS1], Class lla

O Basic UDILDI 1234560785 G1], Class lla

Cancel

22. After having reviewed all information, click Submit:

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

23. Click Submit my request to finalise the process:

xClose
Submission

Are you sure you want to register this re-issued certificate?

24. 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 cedificate number is new-cert-number
What do you want to do now?

iew th you just created - Cenificate number new-cert-number

Go to the Womepage
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6.4.1. Merging two or more certificates when re-issuing

a quality certificate

1.

2.

3.

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

|IE-MF-000000221

IE-MF-000000221

QUASAR [All languages]

QUASAR [All languages]

QMS1+QMS2

MDR/QA/Group+Devices

QUASAR [All languages]

IE-MF-000000221,BE-PR-000000324

"

TIP

SPPP_Release71 [All
languages]

MDR/QMS/Other/Comments

'Re-issue Certificate' is missing?

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

2021-08-18  2026-08-15

{MDR) EU

quality

3SSUANCE 20210813 2026-06-07
certificate

(Annex Xl Part

A)

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

2021-08-18  2026-08-11

Reissued

Restricted

Suppleme

@ Registered

View Certificate

# Amend Certificate

7

Restrict Certificate

Supplement Certificate

Suspend Certificate

Withdraw Certificate

Cancel (by MF) Certificate

# Re-issue Certificate

« Verify that your certificate is not in draft state within the certificate management

page.

« |f a draft version exists, it must be finalised or deleted. The 'Re-issue Certificate'
operation will now be available.

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

Preceding certificate information

Applicable legislation:
Certificate type:

Certificate identifier:

Revision number:

Date of issue:

Starting certificate validity date:
Date of expiry:

Status:

o Add anothﬂf Feceding cepificate

New Certificate Information

* Certificate Number

* Date of issue

Status

Reissued

Rev2

2021-08-18
2021-08-18
2026-08-18
Reinstated

Revizion number

* Date of expiry

YY-M-DD

* Starting validity date

Type the new preceding certificate number and optional revision number and click

Find:

Re-issuing a quality/product certificate
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Preceding certificate information

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

Certificate type: (MDR) EU quality management system certificate (Annex X Chapter I)
Centificate identifier: Qms1

Revision number: Rev.1

Date of issue: 2021-09-14

Starting certificate validity date: 2021-09-14

Date of expiry: 20220914

Status: Issued

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

* Preceding certificate number: Preceding certificate revision number.

il 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:

%xClose

Find a certificate
QMS2 OtherRevision (ISSUED)

QMS2 Rev.1 (ISSUED)

5. The new preceding certificate information will appear on the list. You have the option
of removing it:

Preceding certificate information

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

Certificate type: (MDR) EU quality management system certificate {Annex IX Chapter |)
Certificate identifier: amMs1+Qms2

Revision number: Rev.2

Date of issue: 2021-08-18

Starting certificate validity date: 2021-08-18

Date of expiry: 2026-08-18

Status: Reinstated

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

Certificate type: (MDR) EU quality management system certificate (Annex IX Chapter I)
Certificate identifier: QmMs2

Revision number: Rev.1

Date of issue: 2021-06-16

Starting certificate validity date: 2021-06-16

Date of expiry: 2026-06-16

Status: lssued

il Remove Lh{:?(eceding cernificate

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

* Certificate Number

cert-merge-2

Revision number

* Date of issue:

2021-08-24

* Date of expiry:

= 2026
I
YYYY-MM-DD YYYY-MM-DD
Status: * Starting validity date:
Reissued

2021-08-24

YYYY-MM-DD

Save & Next

7. The next screen will display a timeline of steps to follow. Follow the order starting

from the first section

Cancel

Certificate languages.

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

Manufacturer identification

Certificate identification
Hedified Body number: 58

Country: Germany

Applicable rogulation: MOR (REGULATION (EU)
20177745 on medical dwaces)

Centificate type: (MOF) EU qualty management system
cetibeate (Annax 0 Chaptet I)

System of Procedure pack applicabile: Mo

Cenificate Number: new-cent-number
Revision numbar:

Status: Reswed

Starting corificate validity date: 20210824
Date of issue: 20210824

Date of expiny: 20060814

Re-issued certificate registration

(1] 2 3 4
—— MR <y

Certificate languages

Ploasa powde candeate ianguage(s
Hungarian {HL) Polish (PL) || Slovak (3K} || Siovenian (SL)
“hidd meen languagws)

w

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
I

Certificate identification
Notified Body number: B
Name: T

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

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

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

(/] 2] 3 4
Certicate Der Device(s

languages group(s) details

Device group(s)

A device group - QMS1 v

* dentification of the device group

A device group - QMS1

* Risk class
The device group contains device(s) of
MCiass |

[OClass lla

[JClass lib

OClass il

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

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

[ ——— [r— i)
Device group(s)

Manuiachirer ientifcation © o 4 5. .
ot e

Certificate identification

Hotifiod Body sumber: == Device group - GMS1 ~
MHasma:
Gy Davice group - GMSZ P
A licable lathon: EGULATION (EU,

i R Lo Device group - M52 -

2017745 en medical deaces)

Castificate typa: (MOR) EU quabty management system

canticate (Anmex O Chapler ) o ddd » deace groug
Systemn or Precedune pack applicsbile: Ho

Culificate Numbset: con-margeZ cl

Huvisbon nambar:

Status: Resisued

Statting certificate validity date: 20210824
Date of haue: 70121-06-24

Date of sxpiry: 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 section 6.4 [50].
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7. Decisions over a

certificate

7.1. Suspend

To suspend a certificate, click on the three dots next to the certificate you wish to suspend
and click 'Suspend Certificate":

® Reqistered soe

® 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 finalised or deleted. The 'Suspend Certificate'
operation will now be available.

You will arrive to the following page:
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Certificate suspension

Notified Body number: B

Name: I

Country: Germany

System and/or Procedure Pack Producer Identification

Organisation name:

Actor ID/SRN: EVF———
Address: FPVF—=—
Telephone number: -

Email:

Certificate details

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

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

Date of issue: 2021-09-21

Starting certificate validity date: 2021-09-21

Date of expiry: 20220921

Status: Issued

Below you will find the Decision section:

Decision
* Decision date: * Starting decision applicability date:

= &
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

oooomEOOd

* 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.

7.2. Withdraw

To withdraw a certificate, click on the three dots next to the certificate you wish to
withdraw and click 'Withdraw Certificate'.

Withdraw
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® Registered
® View Certificate
# Amend Certificate

# Suspend Certificate

# Withdraw Certificate

# Cancel (by MF) Ceriificate

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 finalised or deleted. The 'Withdraw Certificate'
operation will now be available.

You will arrive to the following page:

Certificate withdrawal

Notified Body number: I

Name: |

Country: Germany

Manufacturer identification

Organisation name: BVrc—————
Actor ID/SRN: EEESS———

Telephone number: s

Email: |

Certificate details

Applicable legislation: VDR (REGULATION (EU) 2017/746 on in vitro diagnostic medical devices)
Certificate type: (IVDR) EU quaity management system cerificate (Annex IX Chapter )
Certificate identifier: @ IVDRIQMS/Supplemented Rev.2

Preceding certificate identifier: VDRIQMS/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)

Below you will find the Decision section:

Withdraw
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Decision
* Decision date * Starting decision applicability date

& 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

ogooooooomod

* Comment (IT):

Enter the date when the decision to withdraw the certificate was taken, the date it will
apply from, and the reason it is being withdrawn.

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

7.3. Cancel by MF Certificate

To cancel a certificate (by the manufacturer), click on the three dots next to the certificate
you wish to cancel and then click 'Cancel (by MF) Certificate’'.

® Registered see
® View Certificate
# Amend Certificate
# Suspend Certificate

# 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 finalised or deleted. The 'Cancel (by MF) Certificate'
operation will now be available.

You will arrive to the following page:

Certificate cancellation

Notified Body number; B
Name:

Country: Germany

Manufacturer identification
Organisation name: _
Actor IDISRN: BVF—7—7—=
Address: m——————
Telephone number: s

Email: =————

Certificate details

Applicable legislation:

Certificate type:

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

(MDR) EU guality management system

Certificate identifier: @ QMS1 Rev.1
Date of issue 2021-09-14
Starting certificate validity date: 2021-09-14
Date of expiry: 2022-09-14
Status: Issued

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

certificate (Anne:

x IX Chapter

|
2021-06-15 =2 20211217 =
=l &
YYYY-MM-DD YYYY-MM-DD

" Status change reason

B Other

* Other reason (EN)

[

* Comment (EM)

Upload the decision document in the correct language:
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Decision document

Upload decision document

2

Browse

Once you are done, click Submit.

7.4. Reinstate

To re-instate a certificate, click on the three dots next to the certificate you wish to
reinstate and click 'Reinstate Certificate'.
ided @ Registered wee

@ View Certificate

# Suspend Certificate

# Be-instate Cerificate

#  Withdraw Certificate

# Cancel (by MF) Ceriificate

TIP
'Reinstate Certificate' is missing?
 Verify that the status of the certificate is 'Suspended'.

* Only suspended certificates can be reinstated.

You will arrive to the following page:

Reinstate
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Certificate reinstatement

Notified Body number: W™~
Name: F
Country: Germany

Manufacturer identification

ion name:
Actor IDISRN: B————
Address: s

number:

Email: m———

Certificate details
Applicable legislation: MDR (REGULATION (EU) 2017/745 on medical devices)
Certificate type: (MDR) EU quality management system certificate (Annex IX Chapter I}
Centificate identifier: @ QMS2 OtherRevision
Date of issue: 2021-09-20
Starting certificate validity date: 2021-09-20
Date of expiry: 2026-09-20
Status: Suspended
Status reason: 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 YYYY-MM-DD

* Status change reason
[ certificate reinstated as issue now resolved
1 other

* Comment (Fl):

Enter the date when the decision to reinstate the certificate was taken, the date from
which the reinstatement applies, and the reason for the reinstatement.

Upload the decision document in the correct language.

Decision document

Upload decision document

3

Browse

Once you are done, click Submit.

Reinstate
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Submit

Reinstate

Cancel
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8. Certificate management

8.1. View certificate

1. Click on ‘Manage your certificates’ link within your dashboard

CURRENT ACTOR: Notfed Body, [Baigum| #hobfcatons
Welcome to EUDAMED
WOR LUD&MLD & the IT aysies devebped by Fe Doopean Commasies b mplesent
Reguiation (L) 29 il dvicas and Ragquiation (EU 201 TTAE on B vilrg
duy b
WOR CUDAMED w pinaciorws around § misrconnected modules and § pubic sbe
Tasks
By module, oonsuil, verify sadior manage your own &nd relsted date (manaped by your scior), depending on your profie
User management UD-Hs Device Certficates managemend Apphcatons Befused cermicaies
i

CECP
Search & View
Brviirey 0 Modulis SlSwig ypin 55 Sblith 800 wilv S5l Gapndng on youl joo e

So¢ eyl U 8 et Lt et rra i

Actors LMD Deewire 5 IssuedRrfused cerbificates

2. On the following certificate management page, by default, the system will display your
certificates in draft state. Click the Filter button and select a certificate type from the
dropdown list, select the role of an economic operator and fill in any other criteria,
such as SRN etc. and click on ‘Apply filters’:
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CURRENT ACTOR: Notfied Body, [Beigum] #Nctifications

Certificates management

sies mn Esusd carvficabe

Active flters

Stste  Drafl

hawing 1 ia 20 of 24 enkres v LR DT DA

Date of Dt o

MFIPR Actor IV SRN MF PR Marmae Cortificate namber [T Certificste type

isnae I§ empiry i1

MDE | U guaity

=AEpETET N

D00000 38 ——— o5 o 2008-08-0 W n e
CA-PR-0000003E3 [ T S o corbiicale (Aemex b Jd-08-01 Supplemenisd @ Drafl

Chagter
—
—
—_— L — = sit
CU-MF-D00000402, AL-PR-000000215 e s bof pssance corbhoate - 2026-08-0 ] ® Draft -
_— ex ¥l Pa
———
WOE EU mchecy
— e ]
BEMF.000000652 WORTTAMNS g . X2 NAT Supplemenied @ Draf ey
L —— ssseRnTet certficgie

Aaragn D Thsoter T

8.2. Delete a draft certificate

1. Within the result list, click on the three dots under the Actions column for a specific
entry. A contextual menu will show:

Show | 20 ~ | enfries per page

State Actions

2026-08-03 Supplemented @ Draft

2. Then click on ‘View Certificate’ to see its details. Within the view page, click the
Delete button:
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Certificate: mdr/qms/spp-only

[ £ Go back to the certificates list l

Certificate data

Certificate data
Notified body

Delete

Notified Body number; -
Hame:
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 I)
Certificate identifier: @ mdrigms/spp-only -

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

Date of issue: -

Starting certificate validity date: -
Date of expiry: 2026-08-03

Status: Supplemented

System and/or Procedure Pack Producer Identification

Organisation name: I
Actor IDISRN: ~ss——
Address: 1 ——

3. A confirmation dialog will display. Click Confirm, and the certificate will be purged
from EUDAMED:

Delete certificate

Are you sure that you wanl to delete this certificate?

Delete a draft certificate
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9. SS(C)P management

To manage your SS(C)Ps, under 'UDI-Dis/Device' on the Notified Body dashboard click

'Manage SS(C)P"

Tasks

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

My Actor data

Manage your email notifications

Manage subsidiaries

Machine to machine data delivery
preferences

Application

User management

UDI-DIs/Device Certificates management

Assess user access requests

Manage your users

CECP

Register a refused certificate

Register a withdrawn/refused application

Register a Clinical Evaluation Consultation
Procedure (CECP)

Register an issued certificate

Manag@&ﬁ_@

Manage your certificates

Manage your CECPs
Manage your refused certificates/applications

UDI-Dis/Device

I'f‘lanag@S (C)P

Once you have clicked 'Manage SS(C)P', you will be brought to the following page:

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 Ss(C)P Creation
Reference Revision Certificate ID Basic UDI-DI code MF SRN 1T Date It Validated

Number 1T Number It

You will be 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:

Basic UDI-DI code MF SRN

S§S(C)P Reference Number SS(C)P Revision Number Cerificate ID Validated

| ‘ v

English version present

¥ |

Apply fiters

Active filters: No selection

Clear all fiters
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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.

When you find the SS(C)P you want to manage in the list, simply click on it:

sSSP
Revisior

Certificate ID MF SRN It Validated

el Creation
Number it Date It

35345 123 NB-1030324 12345Test1PDIKV,12345TestPDIK BEMF-000000001 2021-06-15 Yes

You will see a summary of the information related to the SSCP:

.Manufacturer identification

SRN: BE-MF-000000001
Organisation name: Belgium MF A V4_test
Address: Avenue des arbre Brussels

Notified Body identification

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

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 version history

§5(C)P master document: NB XXXX - SS(C)Ppdf [212 KB] [HR]
S§5(C)P revision number: 123

Uploaded from: SS(C)P management

Date issued: 2021-06-15

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 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, CONSUL, venty and/or MaRage your Own and reisied dala (Managed by your 8CIor) SSpEnding on your Jrofie
User management UDs-DisDevice Certficates management ApplicatonsRefused certificates

CECP

Search & View

Overview of modules alowing you 10 search and view detais. depending on your profie

W ' :
1M
tor module IDLDIE module Certificate module

Actors UDN-Dis Devices IssuedRetused cortificates
B

Applications

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 S5{C)P Revision Number Certificate number / revision numbar ‘Valdsted

Engish version presant

e el ers

Active fiters.  No selection

Showing 1 to & of § entries Show | 20 v | entries per page

SS(C)P Refe i SS(C)P Ren l L C i Ci i 0
SEIP Rofn rwmce NI Sointon Certificate number | revision number Basic UDI-DI code M e W M S Validated

Number 1t Number It n n

3. Provide certificate’s number and optionally revision number to identify the certificate
registered before and 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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4.

Create new SS(C)P
Notified Body identification
Notified Body number: B

Hame, === ——

Country:

Certificate identification

* Certificate number. Revision number.

S8(C)P information

* S5(C )P referance numbe * S5(C)P revision number

]

I H

Once the certificate has been identified, its link will be populated in the box along with
information about the manufacturer, and the applicable authorised representative(s):

Create new SS(C)P
Notified Body identification

Notified Body number:
Hame: = ————

Country: E—==

Certificate identification

Manufacturer identification
Organisation name: e
Actor IV SRN: E—
Address; >
Telephone number:

Email: ——

Autherised representative identification

Organisation name: F—
Actor Iy SR E————
Address: ———
Telephone number: s——

Email EE——————

Device(s) information

Click the ‘Remove Certificate information’ link if the certificate displayed is not the
intended one. The process to identify the certificate will restart.

Within ‘Device(s) information’ you need to identify the Basic UDI-DI to be linked to

this SS(C)P:

Device(s) information

* Enter Basic UDHD! code:

88(C)P information

Register new SS(C)P
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10.

You may provide at least five first characters of a Basic UDI-DI and click Search. The
system will provide Basic UDI-DI(s) according to quality certificate types, risk class
and their specific characteristics.

Find a basic UDI-DI

Basic UDLDI 123451006W [G51]. Class lla

Once a Basic UDI-DlI is selected, the system will populate its details:

Device(s) information

Basic UDI-DI code:

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 ‘Remove this device’ link.

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 JO0CK - SSICP [C ] [POF 212 RE 3

* Is this SS(C)P validated?

Click Submit and confirm when asked. A congratulations page will appear:

SS(C)P registration

o Congratulations. You have successfully registered your $S(C)P
four SS(C)P number is ABC/M400 Rew 1

What do you want to do now?

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

1.

When viewing an SS(C)P record, click on Create new version:
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CURRENT ACTOR: hotfied Body, [Baigum] #hiorfesinns

SSCP ABC/200

Manufacturer identification
Actor IDFSAN: —

O name:
Addrenn: ———

SSCP details lm]

HNotified Body identification

Restifud thody number P2
g T —

Country

55(C)P identification

SHCIP reference mumber ADCa

Basic UDI-Dijs) code: PB4 111102157 (Linked cortificen: &
Master doeusent seesion 1 [Current] | @ Hod walideted | Lipisad date 2071. 7168

$S(C)P master docurment W BOKKC - SECCHP paf (212 KB (M)

S[CIP e vinion mmber

Uploaded from; Carlificate regitralon

Date iswued

Translation(s)

2. Provide the' SS(C)P revision number', 'Date issued', and then upload the SS(C)P
master document for the new version:

CURRENT ACTOR: Notified Body, [Beigum| #%ctifications

Create new version for the SS(C)P Master document ABC/200
Notified Body identification

Notified Body number: B
Rarme:

Country: E=——

SS(C)P identification
SHC)P reference number: ABCR00
SH{C)P revision number: Rev1
Basic UDI-Di(s) code: S2B41MI02TNT (Linked certificabe: QAZ)
SSICIF reference number * SS(CHP revision number
ABC00

* Dade msued

Language of the master document: falan

Subenit

NOTE
E The new SS(C)P version will be automatically linked to the last active version of the
certificates it is linked to.

Create new SS(C)P version
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9.3. Adding translations
If you want to add a translation to a SS(C)P that is not validated you must create a new
version.

Create new version

When you click on it, a new window will open:

Notified Body identification
Notified Body number: NB-1039

Name: SGS Belgium NV
Country: Beigium

SS(C)P identification
§5(C)P reference number: ABC090

SS(C)P revision number: Rev.1
12345Test1PD5SKZ - NB-1039MDR/QMS/Re-use/SS(C)P/Not-ValidatedRev 1

Basic UDI-DI(s) code:
12345TesHPD3KV - NB-1030MDR/QMS/Re-use/SS(C)PRev.2

* 88(C)P reference number * 88(C)P revision number.
ABCO090
* Date issued
=
YYYY-MW-DD

* Select the document language

You must enter a new SS(C)P revision number.
Choose the date and upload the master document.

Check the I confirm box and click Submit.

To add translations to a SS(C)P, click Add Translation on the right side of the screen:

Translation(s)

to The uploaded Master Document is not in Engiish language. Please provide an English transiation ‘

There is no translation available for this SSCP

In the new window, select the date by clicking on the calendar icon and select the
document language from the dropdown list. You can add multiple translations at once

by clicking on + Add translation.

Adding translations
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Add translations to SS(C)P - 35345 123

Upload translation with their metadata

* §5(C)P reference number: * SS(C)P revision number

35345 123 ‘

* Received date (from MF)

YYYY-MM-DD

* Select the document language

o Add Translation

Click Submit.

Translation documents are displayed within the Translation(s) section.

Translation(s)

g The uploaded Master Document is not in English language. Please provide an English translation ‘

Open all | Close all

SSCP document - Danish w7

SS(C)P translation document SS(C)P - Translation.pdf [212 KB] [DA]
(Document and Language):

Upload date: 2021-07-23

Received date (from MF): 2021-07-06

Discard this document

NOTE
@ If a translation in English is not provided, the system will display a warning message that
an English translation must be provided.

9.4. View version history

If you want to check the SS(C)P version history, you can do so by clicking on 'See version
history' under the Basic UDI-DI codes.
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S8(C)P identification
SS(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 versiogﬁﬁslory

After clicking on it, you will see a list with the different versions for the SS(C)P:

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.

View version history
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10. Search and view

certificates

On the header menu, click Search & View and then 'Certificates':

Home Tasks v Search & view v Transmission v News Help v

Actors
UDI-Dis/Devices
Certificates

Applications

Alternatively, use the option available in the Search and View dashboard:

Welcome to EUDAMED

MDR EUDAMED Is e IT system developed Dy e Eurcpean Commission 10 implement =\EI:__.ZI:"

EU) 201 5 on miadical gavices and Raguiation (EU) 2017/745 on In vEro diagnosks madical gavices

See all e news

MDR EUDAMED ks struciured around & IMerconnectied modules and a puoilic she.

Cartincatss managemant

Tasks
By module. ConsUl. Very andor Manage your own and relied Gata (Managed by your 3C10r). Gepanding on your proflie
User management UDi-DisiDevice
My Actor data .
ASzess user SO0ATS FEgUSSS lanage SSICP
P
() Manage jour LUSeTS
CECP

Search & View
Ovendew of modules 3liowing YOu 10 SEarch 3nd view detalls, degending on your proflie

Achar module UDe-Di module

Actors UDI-DisiDevicas

]
Cenfcate module

Lpplcations

Hagisier a0 s ed camifizane

Manage jour Certficaes

Cenfficate moaule

Cartificates

EUDAMED will display the filters available for searching through the list of certificates

registered in EUDAMED:

Search and view certificates
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o Enable filters for certificates bulk download

Searching for

(@)Certificates  ()Refused certificates.

Certificate data

NB identification Certificate Type Certificate number
v v
Status Economic operator SRN Economic operator name
v
Date ofissue
Between and Special device properties
C) =
YYYY-MM-DD YYYY-MM-DD
Device data
Device identification Enter the device identification valueftext
v
Risk class
-

Clearsearen

Once you have entered the desired search filters, click Search. A list of certificates will be

displayed:

Showing 1 to 6 of 6 entries

NI? MUMbSr  MFPRSRN 1T SRMAR It Certificate number It
NB-1039 BE-MF-000000121 3317_44

NB-1039 BE-MF-000000001 mdr-tech-doc-B

NB-1039 BE-MF-000000001 mdr-tech-doc-C

NB-1039 JP-MF-000000061 BE-AR-000000021 suspended-suspend-product-A
NB-1033 IPF. 1 BE-AR 1 pend-product-8
NB-1039 BE-MF-000000001 123

Click on the desired result record to see the details of that record:

Search and view certificates

Show | 20 v
e ofissue  Date of expiry

Certificate type I I
(MDR) EU technical documentation assessment
certificate (Annex [X Chapter Il) 20zrorzz 20210731
(MDR) EU technical documentation assessment

-07- 07-
certificate (Annex [X Chapter Il) 2021-07-08 20240729
(MDR) EU technical documentation assessment . o 20210731
certificate (Annex IX Chapter ) - o
(MDR) EU technical documentation assessment 2021-06-01 2021-10-01
certificate (Annex DX Chapter I) e o
(MDR) EU technical documentation assessment
certificate (Annex X Chapter Il 20a-0e0t 20211001
(MDR) EU technical documentation assessment ., o, o 20210430

certificate (Annex X Chapter II)

entries per page

Status

Issued

Issued

lssued

Suspended

Suspended

Reinstated
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Certificate type: (MDR) EU technical documentation assessment certificate (Annex X Chapter Il)

Date of issue: 2021-07-22

Date of expiry: 2021-07-31

L Certificate d Lana Certificate ndf 1174 KB [PT1

Search and view certificates
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11. Search and
view refused/withdrawn

applications for conformity
assessment

1. On the header menu, click on Search & View, then click on Applications:

European Commission » EUDAMED

Home Tasks v Search & view v Transmission v News Help v

Actors

UDHDIs/Devices
Issued/Refused certificates
Applications

CECP

Requests for suspension/withdrawal of cerificates

Alternatively, use the option available in the Search & View dashboard:

Search and view refused/withdrawn applications for conformity
assessment 20
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Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile

User management Certificate Certificate

My Actor data

sts for withdrawal/'suspension of Nominated experts fist

Search & View

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

Actor module UDI-DI module
Actors Refused registration requests UDI-Dis/Devices
=0y =0 =19
. . .
Certificate module Certificate module Certificate module
Issued/Refused certificates Applications CECP

B
Certificate module

Suspension/withdrawal request

2.  When clicked, the search for applications page will be displayed:

Applications

Application data

Searching for NB identification Conformity assessment procedure
an “ | v v
Application reference number Economic operator Actor ID/SRN Economic operator name

| N

Decision date

Between and
=] =]
YYYY-MU-DD YYYY-MU-DD
Device data
Device identification Enter the device identification value/text
v
Risk class
v

Search Clear search

3. Once you have entered the desired search filters, click Search. A list of applications
will be displayed:

Search and view refused/withdrawn applications for conformity
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Search results for refused/withdrawn applications

Active search fields:

| searching for: All| Ciear search

Showing 1 to 13 of 13 entries

NB
number MF/PR Actor IDISRN It

e BE-MF-01

I

Actor IDISRN AR It

803, BE-PR-000000804

BE-MF-000000803, BE-PR-000000804

— BE-MF-0f 503, BE-PR-000000804
p— BE-MF-000000803, BE-PR-000000804
p—] IN-MF-000000451 BE-AR-000000447
= IN-MF-000000451 BE-AR-000000447
= BR-MF- , BE-PR 584 BE-AR 582

number I1

Show | 20 entries per page

Application reference  Conformity assessment Decision

procedure If date I* Eeckson 3

(MDR) EU quality management Withdrawn

4. Click on the desired result record to see the details of that record:

Withdrawn application: STERI-WITH-1

| < Go back to the applications list I

Withdrawn application data
| Application data

Application details

Device(s)

System Procedure Pack(s)

Application data
Notified body

Notified Body number; ——=
Name:
Country: B

Application details

Decision Type:

Applicable legislation:

Conformity assessment procedure:
Application reference number:

Decision date:

Date of submission (by MF/Producer):

Manufacturer identification

Organisation name:
Actor IDISRN: EDVF———mm
Address:
Telephone number: -

Email: — =

Svstem and/or Procedure Pack Producer Identification

Search and view refused/withdrawn applications for conformity

assessment

STERIFWITH-1 system certificate (Annex X 2021-12-14 application (by
Chapter I) WF)
(MDR) EU quality assurance Appiication
STERLREFU-1 £ 2021-12-14
certificate (Annex XI Part A) refusal (by NB)
(MDR) EU quality management ’
Appilicat
REF-APP-3426236 system certificate (Annex X 2021-12.02  * PPicaton
refusal (by NB)
Chapter I)
(MDR) EU quality management Withdrawn
WITHD-234467 system certificate (Annex X 2021-12-02 application (by
Chapter I) MF)
(MDR) EU quality management Withdrawn
11398_1 system certificate (Annex X 2021-11-11 application (by
Chapter ) WF)
(MDR) EU quality management
11388_2 system certificate (Annex X 2021-11-1 Application
2 refusal (by NB)
Chapter )
(MDR) EU quality management ‘Withdrawn
WITH-NOT-1314 system certificate (Annex X 2021-11-08 application (by
Chapter ) WF)
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
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12. Download certificates

and refused certificates in a
structured format

NOTE
S Notified Bodies can only download their own registered certificates or refused
certificates.

Follow the steps in chapter 11 [87] to search and view certificates.

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:

Search & View

Certificates

(P Ensbie filters for cerificates bulk download

Searching for

(@permcaes  ( etuses cenmcates

Certificate data
* Cenmcate Type Cenmcate numder

| -] |
=24 Economic aperator SAN

* Date of ssuve

© Between *aa
| o) =]
Yrremo oo
Date of submission
Between and
VYYD YYY¥A-00
Date of expiry
Eenwean ad
YYYR-00 YYY Y00
rrrrrrrr

Complete the search criteria you wish to enter, and click Search, to generate the result:

Download certificates and refused certificates in a structured format 93
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Search results for certificates
Ache search Teiss

Searcning for  Cenificates || Enabie fiers for cenmcates Dulk 0OWNIoad Cenficate Type: (MOR) EU quaiily 3ssurance cenificate (Annex XI Par A) Between:  2021-01-01

ad  2022-01-01

Showing 1 10 2007 23 entries Snow [ 0 ~ I entries par page
e Dats of Dats of
£
n:l'mw MFIPR SRN It SRN AR It Certificats number It Cartincats type It Py sply it status
MDR) EU quallty
NE-1039 BE-PR-000000022 MDRAQuaIRa 3seurance cenmcane 0-07-21 20N-07-06 Amenced
Anne X Part A
MDR) EU qually
NE-1039 BE-MF-000000121 §321_13 3ssurance cenmcme 2021-07-20 2022-07-1 s5080
Anner X Part A
MDR) EU qually
NE-1039 AG-AF-000000127 BE-AR-000000126 ARMEN_CERT-112 3ssurance cernificate 2021-07-18  202307-12 issued
Annex ) Part A
MDR) EU quatly
NE-1039 AC-MF-000000127 BE-AR-D00000125, BE-AR-00000H2E ARMEN-D0330033 seUTANCE cenficate M24-07-19  20M-07-12 5000
Annex X Part A]

Once there is at least one result click Generate XML file:

m Generate X fie Clear searcn

NOTE

Only what is shown in the result list will be included in the generated file and not all the
results of your search (in cases where these exceed the default number of results on
one page).

A pop-up window will prompt you to confirm your action:

xClose
Download

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

The system will inform you that the action has been successful and will prompt you to take
further action. Click 'Go to Download Management':

Download certificates and refused certificates in a structured format 94



Notified Bodies user guide

Search & View

Certificates

o Congratulations. You have successfully generated your XML file.

Your i3 ks- APP-DTX-000000815

What do you want to do now?

G0 o Downioad managemeant

G0 bask w0 Search and View Cenificnes

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

Download management

State Service

Cvar st Siees

Active fiters: No selection

Showing 110 1 0f 1 entries Show | 2 v | entries per page
0 Name Module |1 Service It State It Request date |1 Download

XML [21 KB, ZP [1 MB]
APP.DTX-000000241 NB (CONFIRMER) Certificates/Notified Body Certificate downioad @ Successful 2021-12-14 [16:05)

© Exprres in 15 days

Download certificates and refused certificates in a structured format
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