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Introduction

All economic players active in the medical devices sector are invited to register on the Federal Agency for
Medicines and Health Products (FAMHP) web portal.
The procedure explained in this manual is specifically intended for companies located outside of Belgium.

The procedure consists of the following stages:

e the encoding of company data;

the verification and validation of this data by FAMHP internal services;
the access configuration to the Primary Access Manager (PAM) on CSAM;
the access configuration to Social Security;

the Keycloak configuration.

The steps for registering and logging in to the FAMHP platform are summarised in the diagram below.
FAMHP registration procedure for non-Belgian (not holding a Belgian identity card)
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Step 1: Registration

On the FAMHP web portal, click ‘Register’ (Figure 2).

tee  be

famhpE

GENERIC PORTAL PRESENTATION

The portal is host to a number of applications allowing for the exchange of information
and/or documents with the competent services of the FAMHP.

+ More information

Actors in the medical devices sector can register here. Registering on the portal allows
youto:

You represent a Belgian company

If you are already registered with the FAMHP, please login using your identity card
(Belgian elD). Your data will be recovered from the Crossroads Bank for
Enterprises. If not, you must first register your business and configure your access
details with the Management System Management Service (user manual).

Configure my access Login

You represent a company located outside Belgium

If you are already registered with the FAMHP, please login using your username
and password. If not, you must first register.

°

Register your activities (distributor, manufacturer, authorised representative, ...)
Apply for certificates of free sale in electronic format

Notify the distribution of implants, of long-term invasive devices and of mobile
applications

Notify the manufacture of custom-made devices

Notify devices manufactured and used only within health institutions

Notify reprocessing of single-use devices and the use of reprocessed devices
within health institutions

Figure 2

°

o

o

°

o

1.1. Company number verification

1.1.1. You do not have a CBE number and your company is located outside Europe
The application prompts you to enter the company number as registered with the Crossroads Bank for
Enterprises (CBE). If you do not have a CBE company number, please contact FAMHP at

notifications.meddev@fagg-afmps.be for CBE registration.

Registering a foreign enterprise:

Identification of the enterprise

* Mandatory

Please select the country where the company's head coffice is located Cuba ~
Enterprise number (CBE) *
Identification of the enterprise
Figure 3

1.1.2. You do not have a CBE number and your company is located in Europe

For companies from the European Economic Area or the European Union, the application prompts you to

enter or select the following data (Figure 4).

e The country in which the company is based (select from the drop-down menu).

e A statement indicating that you do not have a CBE number. If you are unsure whether your company
is registered, you can check this on the CBE website.

e The company's VAT number (intra-Community VAT number).

1.1.3. You have a CBE number and your company is located in Europe

For companies from the European Economic Area or the European Union Customs Union, the application

prompts you to enter or select the following data (Figure 4).

e The country in which the company is based (select from the drop-down menu).

e The CBE number if the company is already registered. It is important to relay this number to avoid
double encoding of data already sent to the administration, as this would slow down the data
validation process. If the company is not registered with the CBE, state that you do not have a CBE
number.

=

@ FAMHP

Qe 4131


https://www.vas.ehealth.fgov.be/webmedseip/en/
mailto:notifications.meddev@fagg-afmps.be
https://kbopub.economie.fgov.be/kbopub/zoeknaamfonetischform.html?lang=en

e If you are unsure whether your company is registered, you can check this on the CBE website.
e The company's VAT number (intra-Community VAT number).

Registering a foreign enterprise:

Identification of the enterprise

* Mandatory

Please select the country where the company's head office is located  Spain v

If you already have an enterprise number, it is important to communicate this to us in order to avoid that you have to re-enter data that has already been
provided to the authorities.Are you not sure whether you are already known or what your enterprise number is? You can run a search at this site.

Are you registered at the CBE ? ® ves O No

Enterprise number (CBE)

VAT number  ES *

Identification of the enterprise

Figure 4
Once you have entered these details, click ‘Company identification’.

The system will check the validity of the company number using a European database, the VAT
Information Exchange System (VIES).

If the VIES system does not recognise the company's VAT number, consult the European Commission’s
website.

1.2 Entering the data
Once the company number has been verified, the next step is to enter the company data.
You will be asked to provide at least the following information:
e Company data (Figure 5).
-  Enter the company's trade name.
- Select the language to be used for exchanges between the company and the FAMHP.
The FAMHP only uses certain languages for exchanges, namely French, Dutch and English.
- Download official proof from the business register and/or an extract from the Chamber of

Commerce.
Make sure that the company's full trade name and the names of the directors are included or

your application will be rejected.
You can only upload one single .pdf file. Combine all the files into a single file and upload it.

- Enter the head office’s address.
Foreign enterprise, situated in the European Economic Area or the EU customs union

Please complete this form with the general information, business sites, legal representatives and contacts.

My enterprise @

VAT number :  FR
Enterprise number (CBE) :
FAMHP number :

Enterprise name :

Language of communication : French

Legal form :  Foreign enterprise

Legal status of the company : = # Upload document

Registered office : d

=

Figure 5
e Your company's establishment units?.

1 An ‘establishment unit’ (EU) is a place of business, geographically identifiable by an address, and from which at least one activity of
the registered entity is carried out.

) FAMHP
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Business sites

Name :
Street : =
Mumber : =
PO box :
Postal code : =
City : =
SEDTIiR7 8 ~ France
Telephone :

Fax :

Website :

Cancel

Figure 6

e The identity of the company's legal representative(s):
If already known by the Belgian Social Security, enter the person's SSIN number? (the unique Social
Security identification number).

omss :

Name :
First name : =

Sex: = O Male O Female

Date of birth : =

Country of birth :

Place of birth : =
@ relephone number :
Mobile number :

Email : =

cace (e

Figure 7

e Provide the identity of one or more contact persons - for example, if you want to delegate
management of the web portal to someone other than the company's legal representative.

2 The SSIN or BISS number is a unique identification number assigned to people who are not registered in the Belgian national register.

9 FAMHP
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Legal representative

MNISS number

Name :

First name :

Sex :

Date of birth :

Country of birth :

Place of birth : =

Position :  Manager

Email : =

Telephone :

Mobile number :

Cancel

Figure 8

Once our services have entered and validated the company data, the company's legal representatives will
receive an email with all the information as explained below.

9 FAMHP
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Step 2: CSAM configuration

In order to use the FAMHP platform, the company's legal representative needs to

appoint a Primary Access Manager (PAM3).

The system has been designed so that the PAM is also appointed as the Access Manager (AM*) for each
application group (domain).

The PAM, or the Company Access Manager (CAM), is the person responsible for managing company
access and the main point of contact with Social Security and other institutions. They are responsible for
managing the different qualities linked to their professional activities, and have access to a wide range of
information.

If they wish, they can delegate access management at any time by appointing one or more AMs or Co-
CAMs for each application group.

Belgians®

e To appoint a PAM, log in to CSAM and follow the steps described in the CSAM manual in Chapter I:
‘Appointing a Primary Access Manager (PAM) - Standard procedure'.

e To appoint AMs, follow the steps described in the CSAM manual under Point IV: ‘Appointing Access
Managers (AMs)’.

Non-Belgians®

e To appoint a PAM, log in to CSAM and follow the steps described in the CSAM manual in Point II
(exception procedure): ‘Appointing a Primary Access Manager (PAM) - Exception Procedure’.

e To appoint Access Managers (AMs), please follow the steps described in the CSAM manual under
Point IV: ‘Appointing Access Managers (AMs)’.

Step 3: Social security configuration

The PAM (see step 2) is responsible for activating the company's qualities. After completing all the steps
on the CSAM site, the PAM will receive the login and password to configure the National Social Security
Office (ONSS) platform.

3.1. Connection to social security via CSAM

3.1.1 Non-Belgian’
a. Go to the CSAM website and click on “En savoir plus” in the “Gestion des gestionnaires d'acces”
section (Figure 9).

3 The Primary Access Manager must be a member of staff or legal representative of the company.

4 The Access Manager (AM) or Local Manager is the person who will give users access to use the FAMHP web portal. The
PAM is automatically an AM, but can appoint other AMs.

5 Belgian or foreign nationals with a Belgian electronic identity card

6 Person who does not have a Belgian electronic identity card

7 persons without a Belgian electronic identity card or a Belgian electronic document issued to a foreign person

8131
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u ‘ SAM ACCUEIL QUEST-CEQUECSAM? SERVICES~  CONTACT

CSAM, la porte d’accés aux services de |'Etat

Facilitez-vous la vie avec CSAM. Vous retrouvez un environnement familier et fiable a chaque fois que vous vous connectez, que vous désignez des gestionnaires
d'accés, que vous concluez un mandat etc. Puisque CSAM veille & ce que chacun suive les mémes régles et utilise des services génériques, il garantit un niveau
de sécurité €levé et constant

CSAM VOUS PROPOSE LES SERVICES SUIVANTS :

1 MES CLES NUMERIQUES a GESTION DES GESTIONNAIRES ' GESTION DES MANDATS
D'ACCES
Gérez vos clés numériques pour Structurez la gestion des acces au Gérez 'ensemble de vos mandats
accéder aux services en ligne de sein de votre entreprise.

I'administration

POUR LES RESPONSABLES D'APPLICATIONS DU SECTEUR PUBLIC

Vous étes responsable d’une application électronique pour une institution ? Si les services proposés par CSAM vous intéressent, rendez-vous sur notre page Contact.

Figure 9

b. In the ‘Gérer les accés’ section, click on ‘Gestion des accés’ in the ‘EHEALTH’ section (Figure 10).

u ( :SAM ACCUEIL QUEST-CEQUECSAM? SERVICES~  CONTACT

A Gestion des Gestionnaires d’Acces

Pour permettre aux membres du personnel de votre entreprise d'accéder aux services en ligne publics, vous devez
enregistrer votre entreprise dans la Gestion des Gestionnaires d'Acces (GGA). Pour en savoir plus sur la procédure,
consultez notre « Guide step-by-step @ ».

Tout d'abord, vous désignez ou medifiez un Gestionnaire d'Accés Principal. Celui-ci est le responsable principal de la gestion des accés de votre entreprise et
peut désigner des Gestionnaires d'Accés. Ces derniers gérent a leur tour les accés pour un certain groupe (« domaine ») d'applications, comme les finances, la
mobilité, etc.

° DESIGNER UN GESTIONNAIRE D'ACCES PRINCIPAL

[ ] DESIGNER DES GESTIONNAIRES D'ACCES

® GERERLES ACCES

L'octroi d'accés aux différents services en ligne publics ne reléve pas de CSAM. En effet, les méthodes peuvent différer selon le service en
ligne.

Les systémes suivants existent actuellement :

SECURITE SOCIALE EHEALTH SPFBOSA DG DT

- Ha Geston des sles eSov

Figure 10

c. Click on ‘log in’ ‘with your access codes’ (Figure 11).

D FAMHP
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,’:';’y Socialsecurity.be be

NL FR DE EN

Accédez aux services sécurisés

[qcsam Codes d'accés

elD et lecteur de carte Application itsme EIDAS C)

Identification électronique européenne
&) - ®
| L

Identifiant et application mobile ou email

Belgian ID pour étranger

Se connecter via CSAM
Se connecter

Figure 11

d. Click on ‘Continue to use the less secure option’ (Figure 12).

Avec vos codes d'accées

Vous utilisez un nom d'utilisateur et un mot de passe pour vous connecter au portail de la
sécurité sociale ?

Optez pour une option plus sire

Le nom d'utilisateur et le mot de passe peuvent sembler plus rapides et plus pratiques, mais
ils sont aussi plus risqués et pourraient mettre en péril la sécurité numérique de votre
entreprise et de vos données.

Sécurisez l'accés de votre entreprise [

Continuer a utiliser ['option moins sdre
(Seule possibilité pour les non-résidents belges)

Figure 12

g FAMHP
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e. Log in with your access codes sent to you after the Primary Access Manager was appointed (Figure
13).

Avec vos codes d'accés

Nom d'utilisateur

Mot de passe

Se connecter avec vos codes d'accés &

Sécurisez l'accés de votre entreprise

© Mon entreprise n'a pas encore d'accés

Figure 13

3.1.2. Belgian®
a. Go to the CSAM website and click on “En savoir plus” in the “Gestion des gestionnaires d’acces”
section (Figure 14).

u ‘ SAM ACCUEIL QUEST-CEQUECSAM? SERVICES~  CONTACT

CSAM, la porte d’accés aux services de |'Etat

Facilitez-vous la vie avec CSAM. Vous retrouvez un environnement familier et fiable a chaque fois que vous vous connectez, que vous désignez des gestionnaires
d'accés, que vous concluez un mandat etc. Puisque CSAM veille & ce que chacun suive les mémes régles et utilise des services génériques, il garantit un niveau
de sécurité €levé et constant

CSAM VOUS PROPOSE LES SERVICES SUIVANTS :

1 MES CLES NUMERIQUES ﬂ GESTION DES GESTIONNAIRES ' GESTION DES MANDATS
D'ACCES
Gérez vos clés numériques pour Structurez la gestion des acecés au Gérez 'ensemble de vos mandats
accéder aux services en ligne de sein de votre entreprise.

I'administration

En savoir plus En savoir plus En savoir plus

POUR LES RESPONSABLES D'APPLICATIONS DU SECTEUR PUBLIC

Vous étes responsable d’une application électronique pour une institution ? Si les services proposés par CSAM vous intéressent, rendez-vous sur notre page Contact.

Figure 14

b. In the ‘Gérer les acces’ section, click on ‘Gestion des accés’ in the ‘EHEALTH’ section (Figure 15).

8 Persons with a Belgian electronic identity card or a Belgian electronic document issued to a foreign person.

) FAMHP
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u ( :SAM ACCUEIL QUEST-CEQUECSAM? SERVICES~  CONTACT

B Gestion des Gestionnaires d’Acces

Pour permettre aux membres du personnel de votre entreprise d'accéder aux services en ligne publics, vous devez
enregistrer votre entreprise dans la Gestion des Gestionnaires d'Acces (GGA). Pour en savoir plus sur la procédure,
consultez notre « Guide step-by-step @ ».

Tout d'abord, vous désignez ou modifiez un Gestionnaire d'Accés Principal. Celui-ci est le responsable principal de la gestion des accés de votre entreprise et
peut désigner des Gestionnaires d'Accés. Ces derniers gérent a leur tour les accés pour un certain groupe (« domaine ») d'applications, comme les finances, la
mobilité, etc.

L] DESIGNER UN GESTIONNAIRE D’ACCES PRINCIPAL
L ] DESIGNER DES GESTIONNAIRES D'ACCES

® GERERLESACCES

L'octroi d'accés aux différents services en ligne publics ne reléve pas de CSAM. En effet, les méthodes peuvent différer selon le service en
ligne.

Les systémes suivants existent actuellement :

SECURITE SOCIALE EHEALTH SPF BOSA DG DT
Figure 15

c. Click ‘Log in via CSAM’ (Figure 16).

\ 17 : .
-'* Socialsecurity.be N

NL FR DE EN

Get access to secure services

I:. CSAM Access codes

elD and card reader itsme app EIDAS
European electronic identification C)

&) -5 ®
Username/password and a code via mobile app or email

Belgian ID for foreigner
Log in via CSAM

Figure 16

d. Select the option ‘IDENTIFICATION with an eID card reader' or 'IDENTIFICATION via itsme' (Figure
17).

) FAMHP
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Choose your digital key to log in

elD or digital keys of recognised partners

|IF':II LOG IN il LOG IN
'E:ﬂ with elD card reader % via itsme

Create your itsme account

Figure 17

Login via eID

e. You will be redirected to a new window. Follow the on-screen instructions and click ‘Log in’ (Figure
18).

[qcsam Log on to online public services

Log in with elD card reader

Do you not have an elD?

! 1 Connect your elD card reader to your computer Read more about how you can use the online public
= services without the elD.

2 Insert your electronic identity card (elD), foreigner's card or kids-ID into the

card reader

3 Click "Log in", select your certificate and enter the PIN of your identity card
when asked to do so

Choose a different digital key

Figure 18

f. A pop-up window will appear. Check if your identity is being shown correctly. If you are presented
with more than one authentication certificate, select your identity and click *OK’ (Figure 19).

Select a certificate

Select a certificate to authenticate yourself to certif.iamfas.belgium.be:443
Subject Issuer Serial

I CitizenCA |

Certificate information

Figure 19

g. Enter your PIN code and click ‘OK’ again (Figure 20).

1331



=; Windows Security

Smart Card

Please enter your PIN

PIN

- PIN

Figure 20

Log in via itsme
d. Enter your phone number or scan the QR Code, then click ‘Send’ (Figure 21).

Identify yourself
i —
1. Open the itsme® app
2.Tapon B9
3. Scan the QR code
it 2
E Need help?
Fitai -
OR - -
itsme®, your digital ID
Use your phone number o~ Use itsme® to identify yourself safely online

() +32

[CJ Remember my phone number

Download the free app

GeTITon
* Google Play

Figure 21

e. Open the itsme app on your phone.

f. Select ‘Log in to Online Administration’.
g. Select ‘Confirm’.

h. Enter your PIN code and click ‘Ok".

If you have any questions regarding access to the Agency’s web portal, please contact us by email at
support.portal@fagg-afmps.be.

14 | 31
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3.2. Activate the company’s quality
a. Select the company for which you want to configure access (Figure 22).

,"' Socialsecurity.be be

NL FR DE EN

Select the company with which you want to be connected to the Social Security portal

Enterprise number :
o |nstitution liée au domaine de la santé - Utilisateur

Enterprise number :

© |Institution lite au domaine de la santé - Utilisateur

Enterprise number :
o |Institution lite au domaine de la santé - Utilisateur

Enterprise number :

o |nspection Soins de Santé AFMPS - Utilisateur

Enterprise number :
o Employeur ONSS - Gestionnaire Local
o Institution liée au domaine de la santé - Gestionnaire Local

Enterprise number
o Employeur ONSS - Gestionnaire Local

Enterprise number

a

Employeur ONSS - Gestionnaire Local

Enterprise number :

o

Institution liée au domaine de la santé - Utilisateur

Figure 22

b. If the quality has already been actived (‘Institution liée au domaine de santé’), the information
will appear on the screen (Figure 23).
WM, Gestion d'acces L
“»» pour Entreprises et Organisations

Bienvenue , vous vaus trouvez sur la page d'accueil de I'application de Gestion des accés pour Entreprises et Organisations.

Dans la liste déroulante ci-dessous se trouvant toutes les entités dans lesquelles vous &tes enregistré(e).

Lorsque vous sélectionnerez une entreprise ou une crganisation dans cette liste, les différents réles qui vous ont &té donnés s'afficheront en dessous, scus la forme d'un hyperlien. Cliquez alors sur le lien souhaits,
Vous pouvez revenir sur cette page-ci & tout moment en cliguant sur le bouton Home se trouvant dans le coin supérieur droit de |a fenétre.

En cas de nécessité, le manuel utilisateur est accessible via le lien Help.

Choisissez I'entreprise ou I' isation pour vous i iller au sein de cette application

[ : Numéra d e v

Cliquez sur le lien souhaité

: Numéro d'entreprise ( ble Accés Entité)
- Qualité: Employeur OMSE: Matricule QNSS: |_(Gestionnaire Local)
Quallbéllnstitution lige su domaine de la santé; Numéro d'entreprise: (Gestionnaire Local) I

Figure 23

c. If you cannot find the quality in the list, click ‘Denomination ... (Responsable Accés Entité)’ (Figure
24).

o) FAMHP
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w \aeolON O dCles

W pour Entreprises et Organisations

Bienvenus , vous vous trouvez sur la page d'accusil de I'spplication de Gestion des accés pour Entreprises et Organisations.
Dans la liste déroulante ci-dessous se trouvent toutes les entités dans lesquelles vous &tes enregistré(a).
Lorsque vous sélectionnerez une entreprise ou une organisation dans cette liste, les différents réles qui vous ont été donnés s'afficheront en dessous, sous la forme d'un hyperlien. Cliquez alors sur le lien souhaité,

Vous pouvez revenir sur cette page-ci & tout moment en cliquant sur le bouton Home se trouvant dans le coin supdrieur droit de la fenétre.

En cas de nécessité, le manuel utili est accessible via le lien Help.
Choisissez I'entreprise ou I' isation pour | lle vous souhai iller au sein de cette application
[ : Numéro d' 3

Cliquez sur le lien souhaité

Dénomination : Numéro d'entreprise: {Responsable Accés Entité)
© Qualite: ONSS; Matricule ONSS; (Gestiopnaire Local).

Figure 24

d. Select ‘Institution liée au domaine de la santé’ (Figure 25).
e. Click *Next'.

w '\ SCESLON U aCles

W pour Entreprises et Organisations

Dénomination:  Numéro d'entreprise:
Bienvenue vous accédez en tant que Responsable des Accés au portail de la Sécurité Sociale:
Dénomination:

Numéro d'entreprise:
Date de création: 15/07/2013

Pensez & vérifier régulié les données relatives 3 vos activités i et 3 mettre 3 jour vos propres données lorsque celles-ci changent.

La gestion des domaines est désormais exclusivement prise en charge au sein de I'application Gestion des gestionnaires d'accés (GEA).

Liste des qualités '
Nom. Identifiant

Employeur ONSS Matricule ONSS

Activer la qualits [ V) Suivant
Trepaction sociae du Sarvice public o Wiallomie i

Inspection sosisie du SPE Mabilté et du Transport

I

© 2007 Sécurité Sociale

= TogiaeT

Figure 25

f. Add an email address for the company’s quality, preferably one that is shared by the quality users
(Figure 26).

w \oCeSLON U dupbb . .
» pour Entreprises et Organisations

Dénomination: ;s Numéro d'entreprise:

Activer une qualité

Données d'identification de la qualité

Qualité : Institution liée au domaine de la santé

Numéro d'entreprise

Données de contact de la qualité

Adresse e-mail de la qualité * | :| ‘ |

* L'adresse email de la qualité est utilisée dans le cadre de contacts liés au domaine de cette qualité; par exemple: campagne de communication, ...

Gestionnaire Local

@ Je désire assurer moi-méme la gestion de la qualité

O Je veux désigner un Gestionnaire local pour gérer la qualité

e —

Figure 26
g. Select the ‘I want to manage quality myself’ option:
e click ‘Next’;

D FAMHP
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¢ confirm the data you have entered by clicking ‘Confirm’ (Figure 27).

Wy Gestion d'acces Mmfoe e Reeoal B ol

“»» pour Entreprises et Organisations

Dénomination: i Numéro d'entreprise:

Activer une qualité Fonctionnalités
Les champs margués d'un *

sant obligataires
Gestion Entreprise
= Accusil - Liste des quaiiés
® Consyiter ou megier s eétall e femtrepriae

Données d'identification de la qualité

Qualité Institution liée au domaine de la santé

Mumére dentreprise

Données de contact de la qualité

Adresse e-mail de la qualité

riticat 3 ueilicer cur e portail ce i
Séourté Socile
Gestionnaire Local

Mom dutilisateur

Hom

Prénom

Titre

NISS

Chuix linguistigue

Adresse e-mail utilisateur * |

Adresse e-mail locale | |

{estie adresse peut dtre uiilisée dans le cadre de ves contacts individuels aves e centre de contact Eransva)
Applications sécurisées

= Autocontride (AFMPS)
Autocontsiie permet sux inspecteurs de FAFMPS d'établir un score de risque pour Jes acteurs des Soins de Santé
= eHealth APT portal
Celte appicalion est un partail permetiant aux techniciens des diTErents partenaires (duf vewent infegrer un des services eHealth)A d'ablenir des nformations sur les APIS Services.
» Source authentique des Représentants Autorisés
Lspplication SARA est une appication web mise & disposition des entreprises belges 2l qu'elies puissent i gérer levr répertoire de fabricants ou de fourmisseurs de produits médicau pour kesquels elles
vont faire des demandes de mise sur ie marché beige ou Toblention de certificats & lexportation. Les sites de production des fabricants sont également gerds dans SARA
* Source authentigue des acteurs (AFMPS)
Liapplication SAA permet aux entreprises d'enregistrer les coordonndes de leur entreprise & I'sfmps. Clest une application web qui est mise & disposition des entreprises 8fin qu'elles pulssent s connaltre 4
TAPHES,
* Source Authentique des Activitds el Classes
La Source Authentique des Activitds el Classes, SANAC, est uie appiication qui permel aux entreprises denvegistrer leurs activitds (distribution, fabrication, WMportation, services) el classes Tactivitds
dfectroniquement & IAgence Fédérale des MECaments et Produlls de Santé [AFMPS).
= Purtail MEDSEP
Portail d'accueil et de communication des acteurs en collaborstion aver PAgence Fédérale des Médicaments et des Produits de Santé
* Source Authentique des Dispositifs Médicaus
La Source Authentique des GSpositifs medicau , SADM, €5t une ayIicalion qui permet aux entreprises ((Stribvitews et fabvicants) Tenvegistrer leurs dispositls miédicaux Slectroniquement & IAgence
Fidrale des Médicaments et Produits de Santé (AFMPS).
= Foitail Unigue
Le "Portal Linique” doit devenis ke point dentrée wnique pour le professionied des sois de santé. Dans o phase 1 1 pourra consuler ses domdes profissionelies connues chez fes dilférentes sutharités
Dans fa phase 2 ie professionnel pourra changer une séléction de ses domndes 4 travers des applications accessibles par Je portail
e-health Software Register
Base de donnée centralisde et officielle des logiciels 4 destination de la premidre ef deuvime ligne de soins ulilsant fes services « e-santé ».

Contributions

Le praje! Contribulions permet de déclarer, dans wie appiication wep, les chiffres d'affaires d'une distribution des (iSpositifs médicaus sur e marché beige.

= Co-resgonsabilisation GMP/GDR

Dutil de gestion comun des inspections GHOP

‘Source authentique des certiicats & lexportation

Liapplication SACEX est une appiicalion web mise 3 disposition des entreprises belges afin quielies puissent v faire leur demande de certificats & Nexportation.

. B

Cette appication permet aux gistes de fquer & i avet Viaamse Socile Bescherming (VSB) et Zorgkessen dais le cadve du systéme de ters payant.

Figure 27

3.3. Add an Access Manager® (AM)

As Main Access Manager, you can delegate access management to another person. All the steps are
described in Chapter IV of the CSAM manual.

3.4. Give access to non-Belgian users
1. Click ‘Home' on the top right of the screen (Figure 28).

Figure 28

W Gestion d'acces -
e g A o NL | FR | DE .:m 0 Help Quit
“@» pour Entreprises et Organisations

2. Select the ‘Health-related institution’ quality (Figure 29).

Choisissez I'entreprise ou I'organisation pour laguelle vous souhaitez travailler au sein de cette application

[ ; Numéro d'entreprise ~

Cliguez sur le lien souhaité

Dénomination: ; Numére d'entre

prise: (Co-Responsable Accés Entité)

Figure 29

9 The Access Manager (AM) or Local Manager (LM) is the person who will give users access to use the FAMHP web portal. The PAM is
automatically an AM, but can appoint other AMs.

o) FAMHP
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3. Click ‘User’ (Figure 30);
Fonctionnalités

Gestion Qualité
w Accueil

m Consulter ou modifier le détsil de la gualite

B Rechercher utilisateurs

Messages structurés
B Messages structurés

Données personnelles
m Modifier mes donneées personnelles

® Modifier mon mot de passe

B Gestion du certificat 3 utiliser sur le portzil de |2
Sécuriteé Socizle

Figure 30

4. Select the ‘Add a user’ action (Figure 31).
5. Insert the user's SSIN number (Figure 31).
6. Click ‘Next'.

LCAGOUIU T U AU UOO

pour Entreprises et Organisations

NL | FR | DE

Dénomination: ; Numére d'entreprise:
‘- Qualité: Institution liée au domaine de la santé; Numéro d'entreprise:

utilisateurs

Afficher la liste des utilisateurs en fonction des critéres suivants

Nom d'utilisateur : Type :
Statut d
niss©@
Applications sécurisées : |
Nombre d'utilisateurs: @
Page 1 Un utilisateur trouvé.
O Nom Prénom MNom d'utilisateur Type NISS Statut Action
] GL Actif [
= Exporter les utilisateurs (.csv), Excel
Supprimer ufilisateur(s) v | Exécuter
[ Ajouter un uti v| mIss: | | Suivant |
Figure 31

7. Complete the user’s data (username, password, title, language and email address) (Figure 32).

8. Select the applications (Figure 32):
a)autocontrole,
b)Contributions,
c) Co-reponsabiliation GMP/GDP,
d)Portail MEDSIEP,
e)Source authentique des acteurs,
f) Source Authentique des Activité et Classes,
g)Source authentique des certificats a I'exportation,
h)Source Authentique des Dispositif Médicaux,
i) Source authentique des Représentants Autorisés.

9. Click ‘Save’ (Figure 32).

; FAMHP
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De ination : Numéro d'entreprise:
Qualité: itution liée au d ine de la santé; éro d' i

Création d'un Utilisateur

Les champs margués d'un * sont obligatoires

Données d'identification

Introduisez dews fois |2 nom de I'uilisaveur &%

Nom d'utilisateur [premiére fois) * .

Nom d'utilisateur [confirmation) * .

Introduisez deux fois le mot de passe
Mot de passe (premigre fois) * .

Mot de passe (confirmation) ¥ : l:l

Nom * :

Prénom ¥ :
Titre :
NISS !

Chaix linguistique : [Francaiz_w

Adresse e-mail utilisateur ¥ 1| |

Adresse e-mail loczle : |

cette adresse peut &tre wtilisée dans le cadre de vos contacts individuels avec |z centre de contact Eranova
pel
Applications sécurisées

[ JAutocontrile (AFMPS)
Autocontrile permet susx inspecteurs de I'AFMPS d"ét=blir un score de risque pour les acteurs des soins de santé.
] fContributions
Le projet Contributions permet de déclarer, dans une application web, les chifires d'affaires d'une distrib des dispositifs médicaux sur le marché belge.
[} JCo-responsabilisation GMP/GDE
Outil de gestion commun des inspections GMOP
(] eHealth API portal

Cetre ion est un portail p aux rechniciens des di P (qui veulent integrer un des services eHeslth)4 d'obtenir des i ions sur les APIs services.
] e-health Software Register

Base de donnée centralisée et offidelle des logiciels & destination de la p iére et deuxiéme ligne de soins utilisant les services » e-santé ».
[ EMMA

Cetre 2pplication permet aux istes de o iquer élactroni avec Vissmse Sociale Bescherming (VSB) et Zorgksssen dans le cadre du systéme de tiers payant.

[ Jporail mEDSER

Portail d'accueil et de communication des scteurs en collaboration avec I'Agence Fédérale des Médicaments et des Produits de Santé

[ |Source authentigue des acteurs [(AFMPS)

'spplication SAA permet sux entreprises d'enregistrer les coordonnées de leur entreprise & I'sfmps. C'est une 2pplication web qui est mise 2 disposition des entreprises =fin qu'slles puissent se connaitre & IAFMPS.
[ |Source Authentigue des Activités et Classes

L= Source Authentique des Activités et Clesses, SANAC, est une application qui permet aux entreprises d enregistrer leurs activitds (distribution, fabrication, importation, services) et classes d'sctivités dlectroniquement
3 I'dgence Fédérale des Médicaments et Produits de Santé (AFMPS)

[J|seurce authentique des certificats 2 |'exportation
L spplication SACEX est une 2ppli

web mise 3 disposition des entreprises belges afin qu'slies puissent  faire leur demande de certificats 3 lexpartation.

0

Source Authentique des Dispositifs Médicaux

L2 Source Authentique des dispositife médicsux | SADM, est une applicstion qui permet 2ux entreprises (distribriteurs et fabricants) o'
Médicaments et Produits de Santé [AFMPS).

egistrer leurs médicsux dlectroni 3 I'gence Fédérale des

0

Source authentigue des Représentants Autorisés

L [ 'application SARA est une application web mise 2 disposition des entreprises belges afin qu'elles puissent y gérer leur répertoire de fabricants ou de fournisseurs de produits médicaux pour lesquels elles vont faire des
demandes de mise sur le marché belge ou d'obtention de certificats & l'exportation. Les sites de production des fabricants sent également gérés dans SARA.

Annuler  Enregistrer

Figure 32
10. Check the data and click *Confirm’ (Figure 33).

Wz Gestion d'acces o
“» pour Entreprises et Organisations

Dénomination: e

; Numé prise|
Qualité: Institution liée au domaine de la santé; Numéro d'entreprise:
Création d'un Utilisateur

Données d'identification

Nom dutilisataur

Prénom

Titre .

HISS

Cheix linguistique + Francais
1 16/04/2025
+ Actif

Adresse email utilisateur

Adresse email locale

Applications sécurisées

Figure 33

D FAMHP
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3.5. Give access to non-Belgian users encoded after registration

All non-Belgians!® introduced during the registration process received their SSIN number and an account
was automatically created. They can be defined as users of our applications.

If you want to add other non-Belgian users after the company has been registered, you must add them
first as contact persons in the ‘My company’ section of the web portal.

If you do not enter a SSIN number!?, the system will ask for personal data so it can generate one.

Once the changes have been recorded in the ‘My company’ section (bottom button), our service validates
them, after which they receive their SSIN number and temporary password. The Quality Manager can
then appoint them as users of the web portal on the eHealth website (see step 3.4.).

Step 4: Keycloak and Time-Based One-Time Password (TOTP) configuration

The FAMHP platform enables non-Belgian companies to log in using the Time-Based One-Time Password
(TOTP) system, which grants a password that is updated every 30 seconds, via smartphone.

Legal representatives and contact persons will receive an email with:

e their identifiers (SSIN number);

e their temporary passwords, to be changed after the first login.

To log in to the platform, first download a one-time password generator available at app download
platforms, such as: Apple App Store, Microsoft Store and Google Play Store.

Two-factor authentication apps such as FreeOTP or Google Authenticator support the TOTP protocol and
are freely available for installation on your computer or smartphone. They respect the protocol used for
TOTP.

We are using Google Authenticator as an example in this manual. For configuration, please refer to the

Google manual.

1. Log in to the FAMHP web portal.

2. Click ‘Log in’ (Figure 34).

You represent a Belgian company

GENERIC PORTAL PRESENTATION

The portal is host to a number of applications allowing for the exchange of information If you are already registered with the FAMHP, please login using your identty card

and/or documents with the competent services of the FAMHP.

+ More information

Actors in the medical devices sector can register here. Registering on the portal allows
youto:

o

Register your activities (distributor, manufacturer, authorised representative,...)
Apply for certificates of free sale in electronic format

Notify the distribution of implants, of long-term invasive devices and of mobile
applications

Notify the manufacture of custom-made devices

Notify devices manufactured and used only within health institutions

Notify reprocessing of single-use devices and the use of reprocessed devices
within health institutions

Figure 34

°

o

°

o

°

(Belgian elD). Your data will be recovered from the Crossroads Bank for
Enterprises. I not, you must first register your business and configure your access
details with the Management System Management Service (user manual).

Configure my access Login

You represent a company located outside Belgium

If you are already registered with the FAMHP, please login using your usemame
and password. If not, you must first register.

Register

o
«
|5

You are a member of the FAMHP

10 persons without a Belgian national register number (SSIN or BISS).

1 Belgian Social Security Identification Number.

g FAMHP
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3. Select the option showing a tablet and a smartphone (Figure 35).

Se connecter pour Portail MEDSEIP

Choisissez un gestionnaire pour continuer:

E5

@

» Besoin d'aide ?

Figure 35

4. Enter your login (your SSIN number) and your temporary password in the ‘Password’ field; you
should have received these by email at the same time as your SSIN number (Figure 36).

FAMHP_TRACEABILITY

Sign in to your account

Username or email

Figure 36

FAMHP
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5. Open the authentication app and scan the QR Code (Figure 37).

( =) & Sign in to FAMHP_TRACEABI| X T Signin to FAMHP_TRACEABI X ES v - O w
C O 8 nt - b.vasdoud.be/au1 w @ @ 21 =

FAMHP_TRACEABILITY

Mobile Authenticator Setup

You need to set up Mobile Authenticator to activate

your account.

FreeQTP

Google Authenticator

One-time code *

Device Name *

Figure 37

6. Enter the one-time password (displayed on your smartphone) on the platform. (Figure 38). Please
note that the code is updated every 30 seconds.
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<  Famhp 3G

FAMHP_TRACEABILITY:

SATMISS

Figure 38

7. If this is your first login, the app will ask you to enter a new password (Figure 39).

FAMHP_TRACEABILITY

Update password

You need to change your password to activate your
account.

New Password

Figure 39
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Web portal login

1. Login procedure for non-Belgians after Keycloak configuration

1. Go to the FAMHP web portal.
2. Select the option showing a tablet and a smartphone (Figure 40).

Se connecter pour Portail MEDSEIP

Choisissez un gestionnaire pour continuer:

5

@

» Besoin d'aide ?

Figure 40

3. Enter your login (SSIN number) and password (Figure 36).
4. Click ‘Log in’.
5. Open the app on your phone (Figure 41). Enter your ‘One-time code’ on the PC (Figure 42).

FAMHP_TRACEABILITY

< Famhp

FAMHP_TRACEABILITY:

579 153

Figure 39 41 Figure 42

FAMHP

J
y
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2. Login procedure for Belgians
1. Go to the FAMHP web portal.

2. Log in as a company outside Belgium by clicking ‘Log in” (Figure 43).

GENERIC PORTAL PRESENTATION

The portal is host to @ number of applications allowing for the exchange of information
and/or documents with the competent services of the FAMHP.

+ More information

Actors in the medical devices sector can register here. Registering on the portal allows
youto:

°

Register your activities (distributor, manufacturer, authorised representative, ..)
Apply for certificates of free sale in electronic format

Notify the distribution of implants, of long-term invasive devices and of mobile
applications

Notify the manufacture of custom-made devices

Notify devices manufactured and used only within health institutions

Notify reprocessing of single-use devices and the use of reprocessed devices
within health institutions

Figure 43

°

o

o

o

o

3. Click ‘Continue by CSAM’ (Figure 44).

You represent a Belgian company

If you are already registered with the FAMHP, please login using your identity card
(Belgian elD). Your data will be recovered from the Crossroads Bank for
Enterprises. If not, you must first register your business and configure your access
details with the Management System Management Service (user manual).

Configure my access Login

‘You represent a company located outside Belgium

If you are already registered with the FAMHP, please login using your usemame
and password. If not, you must first register.

- (=]

You are a member of the FAMHP

5
@
5

Se connecter pour Portail MEDSEIP

Choisissez un gestionnaire pour continuer:

> Besoin d'aide ?

Figure 44

FAMHP
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4. Select 'IDENTIFICATION with an eID card reader' or ‘IDENTIFICATION via itsme'. (Figure 45).

Choose your digital key to log in
elD or digital keys of recognised partners

5 LOGIN LOGIN
4 with elD card reader via itsme

Create your itsme account

Figure 45

5. Select the organisation you wish to log in to and click ‘*Confirm profile’ (Figure 46).

[ v
Se connecter pour Portail MEDSEIP
Choisissez votre profil:

Je souhaite me connecter

Au sein de l'organisation:

‘ Choisissez un profi

Confirmer le profil

‘ > Besoin d'aide ? @ |

Figure 46

6. This takes you to the FAMHP web portal (Figure 47).

Help | Logoute be

MR

My devices

@ 24/2/2025 An inspection report and an Manage my activities My distributed/manufactured devices
actual plan form for you to fill in were
sent to you 30 days ago. We are still
waiting for your action plan

My not nufacturing and r ing

My controls
@ 9/2/2025 An inspection report and an a My Free sale certificates
actual plan form for you to fill in were
sent to you 30 days ago. We are still Manufacturer
waiting for your action plan. Manage my certificate requests
My dossier
@ 9/1/2025 Following examination of the
action plan you have sent to us, we invite Distributor
youto view the anaysisof ths plan
carried out by our services. My dossier (1)
Consult Autocontrol guides
@ 9/1/2025 Afinal inspection report Manage my Contributions
according to MDR-Art 93(7) is available Health care institution
i oo
My dossier

My company
Authorized representative

My dossier

Belgium

VAT number:
FAMHP number: BE/CA01/1

Manage my company details

Figure 47
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Web portal description

This web portal was developed as part of a project to reform the control policy of the FAMHP Directorate-
General INSPECTION. Other apps will be added progressively as they are developed.

The aims are to:

e streamline market surveillance activities by the relevant FAMHP departments;

e optimise inspection planning and execution through risk analysis;

e improve administrative simplification by ensuring compliance with the ‘only once’ principle and
digitising administrative processes;

e strengthen transparency and foster synergies with all stakeholders.

The web portal hosts a humber of applications for exchanging information, data and documents with the
relevant FAMHP departments.

1. Use of the web portal

Before logging in via the section on the FAMHP portal homepage as a non-Belgian, please have your SSIN
number (login), password and temporary password generator (TOTP app) ready on your phone. Belgians
and persons domiciled in Belgium need their eID or the itsme app.

We recommend that you consult the ‘Information and documentation’ section on this same homepage. It
contains a wealth of information to guide you and/or answer your initial questions.

In each of the available apps, you will find little *?’ icons. These are tooltips containing explanatory and/or
additional information. We recommend that you read them when you first start using the web portal.

If you have any technical difficulties or questions, please contact support.portal@fagg-afmps.be.

2. My company
The ‘My company’ section (Figure 48) contains company data from the CBE, plus additional information
on legal representatives, establishment units and contact persons.

You can save, consult and modify your company's data in this section.

[ Logout® be

My alerts My activities

@ 24/2/2025 An inspection report and an Manage my activities My, distributed/manufactured devices
actual plan form for you to fill in were
sent to you 30 days ago. We are still
waiting for your action plan.

My devices

My notifications of manufacturing and reprocessing

My controls
@ 9/2/2025 An inspection report and an My Free sale certificates
actual plan form for you to fill in were
sent to you 30 days ago. We are still

i ; Manufacturer
waiting for your action plan. Manage my certificate requests
My dossier
@ 9/1/2025 Following examination of the
action plan you have sent 1o us, we invite Distributor
you to view the analysis of this plan
carried out by our services. My dossier (1)

Consult Autocontrol guides
@ 9/1/2025 A final inspection report Manage my_Contributions

according to MDR-Art 93(7) is available Health care institution

invaur dncciar

My dossier
My company

Authorized representative

My dossier

VAT number;
FAMHP number: BE/CA01/1

Manage my company details

Figure 48

FAMHP
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3. My activities
The My activities’ section (Figure 48) contains the company's areas of activity (e.g. European agents,
distributor, importer, manufacturer), with risk classes, business locations and contact persons.

You can notify, consult, modify and deactivate your company's activities in this section.

After registration of the first activity, the company will obtain its FAMHP number and will then be added
to the public list of registered companies.

More information on the possible activities that your company can engage in can be found on the FAQ
webportal.

4. My Controls

The *My controls’ section (Figure 48) facilitates the exchange of data and documents with the inspection
services of the FAMHP in a flexible manner.

You can make any necessary changes even after the initial registration .

In particular, the FAMHP invites you to make full use of this web portal. There, you will find the
registration form that you need to fill out, as required by law, and the web portal also simplifies the
exchange of inspection reports, corrective action plans and other useful documents between you and the
FAMHP Inspection Services.

The information and data exchanged in the *My controls’ section facilitates risk analysis by FAMHP
Inspection Services.

This web portal provides the FAMHP with a dynamic and evolving database that allows the planning and
execution of efficient and goal-oriented market surveillance missions.

5. My devices

The *‘My devices’ section is dedicated to the management of medical devices. It contains the module for
manufacturers and authorised representatives, which allows:

e distributors notified to the FAMHP to add/modify/delete the identity and location (country) of its
suppliers, i.e. its authorised representatives and manufacturers;

e manufacturers notified to the FAMHP to register the medical devices they market in Belgium;

e authorised representatives notified to FAMHP to inform (add/modify/delete) all the companies they
represent.

6. My free sale certificates

The My free sale Certificates’ section allows companies active in the field of medical devices to
manage their applications for over-the-counter certificates (OTC). These certificates are required for the
export of medical devices to certain countries outside the European Union. From this tile, users can:

e submit a new certificate application,

e track the progress of pending applications,

e view and download issued certificates.
The interface is designed to facilitate the submission of the necessary information, including the
references of the devices concerned, the countries of destination, and supporting documents. This feature
aims to simplify administrative procedures and ensure that exports comply with international regulatory
requirements.

7. My contributions

The *My contributions’ section allows companies to declare their annual contributions to the AFMPS in
accordance with regulatory requirements. Users can:

e select the relevant year,

e complete the requested information in accordance with the applicable procedures,

e submit the data required for the declaration.
This feature centralises procedures related to financial contributions and facilitates the monitoring of the
company's obligations to the AFMPS. If necessary, you may contact social security for any questions
regarding access, activation of status or user management within the company.

Help

If you have a question or need help concerning access, quality activation or user management in your
company, please contact the Social Security contact centre:

e by telephone at + 32 2 511 51 51,

e by email ContactCenter@eranova.fgov.be,

e via the Social Security contact form.

For technical questions and use of the FAMHP portal, send an email to support.portal@fagg-afmps.be.
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For questions concerning medical device legislation, please send an email to:
notifications.meddev@fagg-afmps.be

For questions concerning the turnover declaration, please send an email to:
contributions.meddev@fagg-afmps.be
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FAQ

1. My company is not on the FAMHP list of known companies (see Public Search), even though
I followed the registration procedure.

This means that you have not reported your activities (as manufacturer, distributor, etc.) via the ‘My
activities’ application. Log in to the web portal and report your activities via the application.

2. What is a SSIN number?

To access Belgian federal applications, a non-Belgian citizen needs a SSIN number, which corresponds to
the national identification number. This number begins with the year of birth, month of birth + ‘40’ + 5
digits. It is generated when entering company data or when adding a new contact in the ‘My company’
section.

3. I cannot access the ‘My medical devices’ application.
Make sure you have access to the ‘Authentic source of medical devices’ application described in step 3.4
(Figure 32).

4. The legal manager has not received the login and temporary password needed to log in to
the platform.

After registration, emails containing a temporary login and/or password are sent to your company's legal

representatives. Check the spam or junk folder if they have not received this information.

5. I have not received my TOTP password.

Check your spam or junk folder.

Otherwise, reapply for a new password by following the steps described in step 4 and clicking ‘Forgot
Password’ (Figure 36).

6. I want to delegate the management of my data on the FAMHP web portal to a person who
does not have a SSIN number.

In that case, you need to first add the person as a contact in the ‘My company’ section of the web portal.

A SSIN number will then we created for this person.

Once you have received his or her SSIN number, add this person to the list of users on the Social

Security website, following the steps described in step 3.4.You are now able to delegate to this person.

7. I can't activate the Social Security applications.
Make sure that the ‘Health-related institution” quality is activated (see step 3.2) and then follow the steps
described in step 3.3.

8. How do I get the TOTP code on a new phone?

Use the ‘Forgot Password’ feature on the login page. You must provide the email address linked to the
account. The system will send the new temporary password to this address to restart the procedure,
along with a QR code to link the phone to the application.

Note: The link in the email is only valid for five minutes and can only be used once. However, you can
always click ‘Forgot Password’ again to request a new link.

If this procedure does not work, send the account's SSIN number (Belgian national identification
number), name and email address to support.portal@fagg-afmps.be, so that we can request an account
reset.

9. Is it possible to log in to the FAMHP web portal with a resident ID card?
No, that is not possible. Only Belgian identity cards can be used.

10. I sent my signed PAM request form to accesspers@smals.be. How long does it take for my

request to be processed?
This procedure can take up to two weeks.

11. Where can I find the national identification number or SSIN number?
This number was emailed to the company's legal representative(s) when the company was registered on
the FAMHP web portal.
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For Belgian residents, the SSIN number is the same as their national identification nhumber and can be
found on the back of the electronic identity card. For non-Belgians residents, that would be their BIS
number.

12. My second TOTP code does not work. What should I do?
Uninstall the and authentication application and the TOTP application.

Install another authentication application (Google Authenticator/ FreeOTP/ Authy/ etc.). Synchronise the
time zones. Example (Google Authenticator): go to the main menu of the ‘Google Authenticator’ app »>
‘Other settings’ tab > ‘Time correction for codes’ tab - ‘Sync now’ tab.

13. I can't log in. The authentication system indicates that my profile is invalid.

There are three possible explanations for this error:

1. The access authorisation from Social Security is not always sent directly to our applications. You have
to wait until the next day to be able to log in.

2. Your company does not qualify as a ‘health-related institution’ (see step 3.2).

3. You are not designated as a manager or user of our applications (see step 3.3 or step 3.4).

If the problem does not fall under the above three categories, please email us the Social Security
screenshot and your access details.
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