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Aspects légaux

Loi du 22 décembre 2020 relative aux dispositifs médicaux (art.
15): les fabricants ou mandataire de fabricant de dispositifs sur

mesure établis en Belgique doivent notifier les informations
suivantes a I'AFMPS, au plus tard le jour ou les dispositifs sont mis
sur le marcheé :

e SON NOM ou sa raison sociale ainsi que son domicile ou son siege social
et, s'il est différent, le lieu ou s'exercent les activités ;

 |la classe des dispositifs qui sont mis sur le marche ;

« |a description du dispositif ;

e |e code de la nomenclature (cf. art. 26 du reglement 2017/745)
 |e certificat de conformité, si applicable ;

« |a notice d'utilisation, si applicable ;

- |a déclaration de conformite.

Cet enregistrement se fait via le web portail de '"AFMPS



https://www.ejustice.just.fgov.be/cgi_loi/change_lg.pl?language=fr&la=F&table_name=loi&cn=2020122240
https://www.vas.ehealth.fgov.be/webmedseip/fr/

Comment utiliser le web portail en tant que
fabricant de dispositifs sur mesure ?

(0)

Acces au portail

Enregistrement de lI'activité de fabricant de dispositifs sur mesure
(application "mes activités”)

Notifier la mise sur le marché de dispositifs sur mesure (application
“"mes dispositifs”)

Compléter le formulaire d’autocontrole (application "mes
controles”)

Déclarer du chiffre d’affaire lié aux dispositifs médicaux
(application “mes contributions”)




Acces aux applications en ligne :
https://www.vas.ehealth.fgov.be/webmedseip/fr

https://www.vas.ehealth.fgov.be/webmedseip/nl
https://www.vas.ehealth.fgov.be/webmedseip/en

L'enregistrement dans nos applications est GRATUIT



https://www.vas.ehealth.fgov.be/webmedseip/fr
https://www.vas.ehealth.fgov.be/webmedseip/nl
https://www.vas.ehealth.fgov.be/webmedseip/en
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Federal Agency for Medicines

and Health Product‘ Partie pour les entreprises belges famhp

.

3 - Délégation des droits via « configurer mes acces » J
= - Gérer les données de l'entreprise => « Inloggen » : =

\

You represent a Belgian company

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.

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 go#
details with the Management System Management Servicy

QI access

=+ More information

Configure my access

Partie pour les entreprises basées en dehors de la Belgique
You represent a company from the European Economic Area or from the
European Union Customs Union

If you are already registered with the FAMHP, please login using your usemname
$ fi ister.
INFO AND and password. If not, you must first register

_
S
famhp DOCUMENTATION Register souki

o 4 You represent a Belgian company.
Federal Agency for Medicines and
4 v from t
Heaith Products ou representa company from the You are a member of the FAMHP
European Economic Area or from
Batiment EUROSTATION, Bloc 2 the European Union Customs Union
Place Victor Horta, 40/ 40 . - Login
View the guides S .
1860:Brussels » . Manuel d’utilisation
4 Search for regisiered companies
£4 support portal@afmps. be o4 Search medical devices
d List of medical devices .\ R :
; echerche publique :
Guides autocontrole Acces seulement pour les

employés de I’AFMPS




Aanmelden voor Portaal MEDSEIP

Kies een beheerder om verder te gaan:
Sans carte électronique Avec carte d’identité électronique

—@% [ csAM /

e ®

> Hulp nodig




[ csAm S'identifier a 'administration en ligne

Choisissez votre clé numeérique pour vous identifier. Besoin d'aide?

Clé(s) numérique(s) avec I'elD ou identité numérique

IDENTIFICATION IDENTIFICATION
avec un lecteur de cartes elD via itsme

Créez votre compte itsme

Clé(s) numérique(s) avec code de sécurité et nom d'utilisateur + mot de passe

IDENTIFICATION IDENTIFICATION
avec un code de sécurité envoyé par e- E avec un code de sécurité via une
mail : application mobile




[ csAm

Aanmelden bij de online overheid

Aanmelden met elD kaartlezer

. (B

.’.. - .-\.
w
\

| Sluit uw elD-kaartlezer aan op uw computer

| Steek uw elektronische identiteitskaart (elD), vreemdelingenkaart of kids-1D
in de kaartlezer

Klik op 'Aanmelden, selecteer uw certificaat en geef de pincode van uw
identiteitskaart in wanneer daarom gevraagd wordt

Aanmelden

Hebt u geen elD?

Lees hier hoe u de online overheidsdiensten kan
gebruiken zonder elD.




3
I Select a certificate

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

Subject [ssuer Serial

Alexandre Jauniaux (Authentication)  Citizen CA 100000000000A49E/ ...

Certificate information - Cancel

Microsoft Smart Card Provider
Geef uw PIN In

PIN
[P |

Click here for more information

oK | Cancel
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Se connecter pour Portail MEDSEIP

Choisissez votre langue |dentification -
1 Francais 2 elD 3 Choisissez votre profil

Etape 3. Choisissez votre profil Besoin d'aide ?

Vous étes identifie comme - Alexandre Jauniaux (Déconnexion)

Je souhaite me connecter en tant Alexandre Jauniaux
que:

Au sein de l'organisation: | Pas d'organisation sélectionnée - ‘
| Q

Entreprise

I Nom de |'entreprise I

Copyright 2013 Disclaimer | Données personnelles | Réglement utilisateurs

11



(0)

i

\ef

Name of your company

Adress of the company

VAT number: BEXXXXXXXXXX
FAMHP number: BE/CAQ1/1- YYYYY

Manage my activities

\

Application regroupant:

- Les détails de I'entreprise

- Les données qui seront utilisées dans
les autres applications

|

Application regroupant les
différentes activités de I'entreprise

Your full name

(CBE: 0436888493

| Logout®

12
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Your full name (CBE: 0436888493) Logout =

Federal Agency for Medicines f h
and Health Products g ~ lamnhp

|

My company My activities

Name of your company Manage my activities

Adress of the company C—

Résumé de I'entreprise provenant de la BCE

VAT number. BEXXXXXXXXXX
FAMHP number: BE/CA01/1- YYYYY e

YYYYY numéro unique de I'entreprise

Manage my company._details

La premiére étape pour
I'utilisateur est de controler et
mettre a jour les données de
I'entreprise

13
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NL FR S Contact | Your name (CBE: 0436888493) | Logout® m

a Dashboard Enterprise details

My enterprise : AIR LIQUIDE MEDICAL

YYYYY numéro unique de /I FAMHP number : BE/CADL/1- ¥YYYYY
I’entreprise VAT number : BEXCKRAKRHKX
Enterprise number (CBE) :
Enterprise name : Mame of the company
Legal form : PLIMCO
Résumé de I'entreprise / Status:  Active
provenant de la BCE Language of communication : French
Registered office: Full address of the company
Historique des notifications

My notifications history

Date notification - Notifier

<

Type o Status date o Status o Action

14/11/2017 Name of the person who Modification 14/11/2017 VALIDATED

made the action & Modification

14/11/2017 Mame of the person who Introduction 14/11/2017 VALIDATED

made the action & Introduction

14
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Contact | (CBE: 0436888493} | Logout® u

] famhp

My enterprise )
N

" Dashboard  Enterprise details

Consult current enterprise details ange my details

My enterprise

VAT number @ BEXXCOOOOOOK

Enterprise number (CBE) :  x:00000000X

FAMHP number :  BE/CA01/1- YYYYY
Enterprise name :  Name of the company E Résumé de Ilentreprise provenant
Status : de Ia BCE

Active
Language of communication :  Erench
Legal form :  PLIMCO Données complétes provenant de
Registered office :  Full address of the company la BCE

My business sites
1 out of 2 12 e w5 ¥
Name Address Contact information

Full address Businness sites 1

Full address Businness sites 2

Full address Businness sites 3

Full address Businness sites 4

1 out of 2 12 » = | 5 ¥ 15
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Données supplémentaires

Données compléetes provenant de la BCE

Additional business sites

Name Contact information

Legal representatives

Full name NISS number Position Contact information
Name of the Legal representative 1 NISS number 1 Board member
i Board b
Name of the Legal representative 2 NISS number 2 card member
Board member
Name of the Legal representative 3 NISS number 3

| Other contacts

Full name Contact information

16
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Contact | (CBE: 0436888493} | Logout® u

My enterprise ] famhp :';"!

" Dashboard  Enterprise details

nge my details

Consult current enterprise details

My enterprise

BEXOCROOOOOK

VAT number :

Enterprise number (CBE) :  x:00000000X
FAMHP number :  BE/CAOL/1- YYYYY
Enterprise name :  Name of the company

Status :  Active

Language of communication :  French

Mettre a jour les données de |'entreprise

Legal form :  PLIMCO

Registered office :  Full address of the company
My business sites
1 out of 2 12 e w5 ¥
Address Contact information

Name

Full address Businness sites 1

Full address Businness sites 2

Full address Businness sites 3

Full address Businness sites 4

1 out of 2 12 | = w |5 ¥

17




Certaines données peuvent étre ajoutées ou modifiees:

« des unités d'établissement supplémentaires,
« adresses e-mail des représentants légaux,
« autres points de contact.

Les autres données ne peuvent pas étre mises a jour directement,
telles que:

« adresse de l'entreprise,
« nom des représentants |égaux,
« adresses des unités d’établissement

=> Modifications nécessaire?? Il faut mettre a jour les statuts de
I'entreprise.

18



Additional business sites @

Name

Ajout d’une unité d’établissement
supplémentaire

Address Contact information Action

Additional business sites

=

Name : |

Street : =
Number : =
PO box :
Postal code : =
City : =
Country : = Belgium .
Telephone :

Fax :

Website :

Cancel Save

19




Ajout de I'adresse email, numéro de téléphone d’un représentant légal

Legal representatives @

Full name NISS number Position Contact informathag Action
Name of the Legal representative 1 NISS number 1 Board member # Modify
. Board member # Modi

Name of the Legal representative 2 MISS number 2 odify
Board member # Modify

Name of the Legal representative 3 NISS number 3

Edit legal representative
Full name : MName of the Legal representative 1

MISS number @ NISS number 1

Position : Board member

Email : = |

Telephone :

Mobile number :

Cancel Save

20




Ajout de poins de contact qui seront utilisées dans les
autres applications

Other contacts €@

Full name Contact information Action

= email # Modify
Name of the contact person Tl hone

0 cellphone X Delete

Add

=

Mame :

=

First name :

oTeIephone number :

Mobile number :

Email : =

Cancel

21




Comment utiliser le web portail en tant que
fabricant de dispositifs sur mesure ?

(0

Acces au portail

Enregistrement de l'activité de fabricant de dispositifs sur mesure
(application “"mes activités”)

Notifier la mise sur le marché de dispositifs sur mesure (application
“"mes dispositifs”)

Compléter le formulaire d’autocontrole (application "mes
controles”)

Déclarer du chiffre d’affaire lié aux dispositifs médicaux
(application “mes contributions”)

22




(0)

Your full name | (CBE:0436388493) | Logout@

Federal Agency for Medicines

and Health Products

My company My activities

Name of your company Manage my activities

Adress of the company

VAT number. BEXXXXXXXXXX
FAMHP number: BE/CA01/1- YYYYY

Manage my company_details

Apres le controle des données, il faut déclarer les activités de I'entreprise

23
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Contact Log out %
® e

Activities

H Dashboard | FAMHP activities =

Lien vers les activités

FAMHP number : BE/CAO1/1-YYYYY
VAT number : BEXXXXXXXXXX
Enterprise number (CBE) : KHOXKNHKK

_ Résumé de
Enterprise name : Name I’entreprise

provenant de la BCE

Language of communication : French

Head office : Full details

> EUDAMED data

In this section, you will find a table with the activities that your company has registered in EUDAMED.
We invite you to add any local units your company would have that are not mentioned in EUDAMED.
Please note that as long as the EUDAMED Device module is not fully functional, you can add in the table the risk classes of your devices for each activity.

? Registration for manufacturers, importers, authorised representative and SPPP

You can add your activities in the table you will find in this section.

> Registration for distributors, exporters, health institutions, manufacturers of custom-made devices and STHA

In this section you will find a table listing the activities described below.

Distributors and exporters must register their activity.

Health institutions can register their activities of reprocessing single-use devices and their activities of manufacturing devices in-house.
Manufacturers can register their activities of manufacturing custom-made devices.

Legal entities that offer installation or maintenance of medical devices at the patient's home can register as services and technical home assistants (STHA). 24




(0)

Contact Log out %
® e

Activities

H Dashboard  FAMHP activities =

FAMHP number : BE/CAO1/1-YYYYY
VAT number : BEXXXXXXXXXX
Enterprise number (CBE) : KHOXKNHKK
Enterprise name : Name
Language of communication : French
Head office : Full details

> EUDAMED data

In this section, you will find a table with the activities that your company has registered in EUDAMED.
We invite you to add any local units your company would have that are not mentioned in EUDAMED.
Please note that as long as the EUDAMED Device module is not fully functional, you can add in the table the risk classes of your devices for each activity.

? Registration for manufacturers, importers, authorised representative and SPPP

You can add your activities in the table you will find in this section.

Pour la
notification de
I'activité de
fabricant sur
Distributors and exporters must register their activity. mesure

Health institutions can register their activities of reprocessing single-use devices and their activities of manufacturing devices in-house.
Manufacturers can register their activities of manufacturing custom-made devices.

Legal entities that offer installation or maintenance of medical devices at the patient's home can register as services and technical home assistants (STHA). 25 .u

In this section you will find a table listing the activities described below.




(0)

Le “+"” permet d’ajouter une activité spécifique et d’ouvrir le formulaire concerné

w Registration distributors, exporters, health institutions, manufacturers of custom-made devices and STHA

In this section you will find a table listing the activities described below.

Distributors and exporters must register their activity.

Health institutions can register their activities of reprocessing single-use devices and their activities of manufacturing devices in-house.

Manufacturers can register their activities of manufacturing custom-made devices.

Legal entities that offer installation or maintenance of medical devices at the patient's home can register as services and technical home assistants (STHA).

Activity
Custom-made manufacturer
Distributor
Exporter
STHA **

In-house

Reprocessing

*=Article 59 - Law of 15 December 2013

You can use the following icons:

4+ : to submit a new activity notification
Q : to consult/modify/stop your activities

Start date
Inactive +
Inactive +
Inactive +
Inactive +
Inactive +
Inactive +

26




Date de début d’activité a laquelle . i .
e e — Ou trouver les classifications?
Customn-made manufacturer Soit sur la déclaration de conformité
Soit prendre contact avec le fabrikant/grossiste

Start date * Classification des dispositifs médicaux lié a l'activité
Risk classification under the directives1 #
MDD AIMD
I Is/Im ITIa ITh III AIMDD
(] ] (| (] (] ]
Risk classification under the regulations2 *
MDR
I Is/Im/Ir IIa IIb II1
] ] ] (] ]

|Activity sites *
Site type Address Actions

Lieux d’activité - données
provenant de "mon entreprise”
[

+ add
Responsible contact for the activity * . .
Role Primary Backup Actions
Personne de contact et responsable Contact + Add
pour la matériovigilance
Données provenant de “mon Vvigilance + Add
entreprise”

iDirective 93,/42/EEC concerning medical devices, Directive 90/385/EEC concerning active implantable medical devices, Directives 98/79/EEC concerning in vitro diagnostic medical devices

ZRegulation (EU) 2017/745 concerning medical devices, Regulation (EU) 2017/746 concerning in vitro diagnostic medical devices
= Denicad fiald

Qu’est ce qu’un point de contact pour la matériovigilance?

un responsable désigné au sein de I'entreprise qui s'assure que le fabricant / distributeur et I'AFMPS sont directement informés 27
d'un incident, y compris des rappels sur les dispositifs médicaux qu'il distribue.




Custom-made manufacturer

Start date *

Risk classification under the directivesi #

MDD AIMD
I Is/Im ITIa ITh III AIMDD
(] ] (| (] (] ]
Risk classification under the regulations2 *
MDR
I Is/Im/Ir IIa IIb II1

] ] ] (] ]

Activity sites *
Site type Address Actions

Ajout d’un lieux d’activité ———] + Add

Responsible contact for the activity *

Role Primary Backup Actions
Contact + Add
Vigilance + Add

iDirective 93,/42/EEC concerning medical devices, Directive 90/385/EEC concerning active implantable medical devices, Directives 98/79/EEC concerning in vitro diagnostic medical devices
ZRegulation (EU) 2017/745 concerning medical devices, Regulation (EU) 2017/746 concerning in vitro diagnostic medical devices
* Required field

©
Ve

Submit notification Cancel| 28



Add activity site

Site type *

Add activity site
Site type *

Address =

Registered office v

Registered office

Production site
Storage site

Point of sale/Showroom
Workshop

Fournir le type de lieu

.

v

Sélectionner un lieu.
Si le lieu désiré n’est pas présent dans la
liste, veuillez mettre a jour “Mon Entreprise”

Registered office

Address of location 1
Address of location 2
Address of location 3
Address of location 4
Address of location 5
Address of location 6




Custom-made manufacturer

Start date *

Risk classification under the directivesi #

MDD AIMD
I Is/Im ITIa ITh III AIMDD
(] ] (| (] (] ]
Risk classification under the regulations2 *
MDR
I Is/Im/Ir IIa IIb II1
] ] ] (] ]
Activity sites *
Site type Address Actions
+ Add
Responsible contact for the activity * ) .
Role Primary Backup Actions
Contact
Vigilance

iDirective 93,/42/EEC concerning medical devices, Directive 90/385/EEC concerning active implantable medical devices, Directives 98/79/EEC concerning inglitro diagnostic medical devices

zRegulation (EU) 2017/745 concerning medical devices, Regulation (EU) 2017/746 concerning . ,
= Required field Ajout d’'une personne de contact

e
VW

Submit notification Cancel 30



Add CONTACT x

Persons responsible for the activity (contact person, materiovigilance, etc.) must already be registerad
at "My Enterprise"” in the "Contact Person” section or must be legal representatives (information obtained from the CBE).

Primary Legal representative 1 v
I Legal representative 1 -
Legal representative 2
Backup Legal representative 3

Legal representative 4
Legal representative 5
Other contact 1
Other contact 2
Other contact 3

Other contact 4

Sélectionner le nom de la

Si le nom d’une personne n’est
pas présent, veuillez mettre a
jour “Mon entreprise”

Add MATERIOVIGILANCE

personne ainsi que son backup.

Persons responsible for the activity {(contact person, materiovigilance, etc.) must already be refisterad
at "My Enterprise" in the "Contact Person” section or must be legal representatives (informatign obtained from the CBE).

Primary * Legal representative 1 M

Backup v

31
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Start date *

Risk classification under the directivest *

Risk classification under the regulations2 *

Activity sites *

Responsible contact for the activity *

19/05/2021

-

Site type

Reqgistered office

Role

Contact

Vigilance

MDD

Is/Im IIa ITh

MDR

Is/Im/Ir 1Ia

O

Address

address of location 1
address of location 2

II1

IIb

Primary
Contact 1

+ email adress

Contact

+ email adress

Backup
Contact 2

+ email adress

Contact

+ email adress

Custom-made manufacturer

ATMD

AIMDD

III

Actions

W pelete

+ Add

Actions

# Modify

# Modify
Wl Delete

*Directive 93/42/EEC concerning medical devices, Directive 30/385/EEC concerning active implantable medical devices, Directives 38/7%/EEC concerning in vitro diagnostic medical devices
*Regulation (EU) 2017/745 concerning medical devices, Regulation {EU) 2017/746 concerning in vitro diagnostic medical devices

* Reguirad field

Derniére étape pour I'ajout d’une activité

\l Submit notification |Cance|

32




Comment utiliser le web portail en tant que
fabricant de dispositifs sur mesure ?

(0

Acces au portail

Enregistrement de lI'activité de fabricant de dispositifs sur mesure
(application "mes activités”)

Notifier la mise sur le marché de dispositifs sur mesure (application
“mes dispositifs”)

Compléter le formulaire d’autocontrole (application "mes
controles”)

Déclarer du chiffre d’affaire lié aux dispositifs médicaux
(application “mes contributions”)
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My alerts

@ 17/5/2021 These details are incomplete:
the email address of one (or more) legal
representative(s) is missing.

My company

Name
Address

VAT number: BEXXXXXXXXXX
FAMP number: BE/CA01/1-YYYYY

Manage my company details

Notification du dispositif concerné

Manage my activities

My distributed/manufactured devices

My notifications of manufacturing and reprocessing |

Manufacturer

Fill in my form A

My dossier

My Contributions

Manage my Contributions

34
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y devices

Placing on the mar

/ﬂ‘ Manage my devices

My company:
Company FAMHP number : BE/CA01/1-YYYYY
VAT number : BE XXXXXXXXXX
Enterprise number (CBE) : XXXXXXXXXX R , , d

esume de

Company: | Name \ 'entreprise
Language of communication : Frans v
DA— P provenant de la BCE

My drafts

Economic operator Device name Notification type Risk class Actions

No results were found
Liste des notifications
0 result(s) enregistrés comme brouillon

\CILEICSE o J  Stopped )  Tobecorrected @) o be validated ) Différents statuts des notifications
FAMHP notification code Economic operator Device name Notification type Risk class
Search by FAMHP notification Search by economic operator Search by device name v v Actions

No results were found

0 result(s)
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y devices
Placing on the marke manufacturing notifications

/ﬁ‘ Manage my devices My manufacturers

My company:
Company FAMHP number : BE/CA01/1-YYYYY
VAT number : BE XXXXXXXXXX
Enterprise number (CBE) : XXXXXXXXXX
Company : Name
Language of communication : Frans
Registered office : Full details

My drafts

Economic operator Device name Notification type Risk class Actions

No results were found

0 result(s)

Ajouter une notification

\CILEICSE o J  Stopped )  Tobecorrected @) o be validated )

FAMHP notification code Economic operator Device name Notification type Risk class

Add

Search by FAMHP notification Search by economic operator Search by device name v v Actions

No results were found

0 result(s)

(0)
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ﬂ Manage my devices
Manufacturing notification

Identification of the notification

Status of the organisation making this notification: * @ Manufacturer
If you don't see the kind of device you would like to notify, please check it's well registered in the
application "My activities”. It's not possible to make a notification for an activity with an end date.

Device:" ® Notification of custom-made devices

Actor identification

Manufacturer

Role Address Main contact person

Main responsible for the vigilance

Résumé de l'activité par rapport
a la notification. Dans le cas
d’une notification de fabrication
de dispositif sur mesure, le
statut indiqué sera soit
représentant autorisé soit
fabricant.

Identification of the devices

Device model or commercial name: *
Press enter to confirm

Class: * v

If you cannot see your risk class, please
check if it exists in "My activities"

Class justification (following the
classification rules of annex VIl of the
regulation (EU)2017/745): *

code?”

Information du/des dispositif(s)

VZ

Use: * O Individuals O Individuals and professionals O Professionals only
Description: *

4
Do you have a EMDN nomenclature O Yes @® No EMDN code

Résumé de l'acteur. Les
sélectionner le fabricant

cette section.

représentants autorisés peuvent

concerné par la notification dans

37




Identification of the notification

Status of the organisation making this notification: * @® Healthcare institution

If you don’t see the kind of device you would like to notify, please check it's well registered in the
application "My activities”. It's not possible fo make a notification for an activity with an end dafe.

Device:* @® Notification of In-house devices

Actor identification

Role Address Main contact person Main responsible for the vigilance
Healthcare Full details Details of the Details of the
institution Ajouter un dispositif a la fois, puis cliquer sur

« ajouter ». Rassembler plusieurs dispositifs est possible
si l'intention d’utilisation et la classe est la méme

* mandatory fields

Identification of the devices

Identification (model, serial
number...):* Press enter to confirm

Intended use: *

Use: * O Individuals O Individuals and professionals O Professionals only

Si la classe du dispositif n‘est pas dans la liste,

If you cannot see your risk class, please € veuillez mettre I'application « Mes activités » a jour
check if it exists in "My activities”

Class: * v]

Class justification (following the
classification rules of annex VIII of the
regulation (EU)2017/745): *

P

Do you have a EMDN nomenclature O Yes © No EMDN code |4 Si le code EMDN est disponible, veuillez le fournir
code?* 38




Veuillez fournir la déclaration de conformité du dispositif

Declaration of conformity:” Upload

Declarations

You must agree to all of the statements below.

(] Avigilance system, a post-market surveillance system and a traceability system are in place *

[ The labelling and instructions for use comply with the requirements of article 9 § 1 of the law of 22 December 2020 regarding medical devices. *

[ The documentation described in Annex Xl of Regulation (EU) 2017/745 is kept at the disposal of the FAMHP. *

(] The declaration provided for in Annex XIlI of Regulation (EU) 2017/745 shall be kept for a period of at least ten years after the device has been
placed cn the market In the case of implantable devices, this period shall be at least fifteen years. *

[ The declaration provided for in Annex Xl of Regulation (EU) 2017/745 shall be made available to the patient or user identified by name, acronym or
numerical code. *

[ The list of custom-made devices put into service or, where applicable, placed on the market is kept at the disposal of the FAMHP. *

Save temporarily

Soit sauvegarder temporairement - enregistrer comme brouillon
Soit soumettre le formulaire

Cancel

Toutes ces déclarations doivent étre respectées

o

o

VW
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Comment utiliser le web portail en tant que
fabricant de dispositifs sur mesure ?

(0

Acces au portail

Enregistrement de lI'activité de fabricant de dispositifs sur mesure
(application "mes activités”)

Notifier la mise sur le marché de dispositifs sur mesure (application
“"mes dispositifs”)

Compléter le formulaire d’autocontrole (application "mes
controles”)

Déclarer le chiffre d’affaire lié aux dispositifs médicaux (application
“mes contributions”)
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Federal Agency for Medicines

and Health Products

-

L'application « mes contrOle » est accesible par cette tuile.

@ 17/5/2021 These details are incomplete:
the email address of one (or more) legal
representative(s) is missing.

My company

Remplir un nouveau formulaire
Address

VAT number: BEXXXXXXXXXX
FAMP number: BE/CA01/1-YYYYY

Manage my company details

Manage my activities My distributed/manufactured devices

My controls

My notifications of manufacturing and reprocessing

My Contributions
Manufacturer Manage my Contributions
Fill in my form
My dossier

Un symbole d'avertissement est utilisé pour vous informer
que vous devez effectuer une action. Cette action implique
I'achévement complet du formulaire.

a1




(0)

MY DOSSIER DISTRIBUTOR

Informations relatives a I'entreprise

Xxx é’

VAT NO,

Goneral

Welcome to your "My Controls” section
In this application you can consult your compiete inspection dossier in the following area: Distributor
To 60 0. you will be abie to

Compiete and submit your form 10 the FAMMP
View your inspection reports;

Cliquez ici pour remplir le formulaire

+ Upload and downioad the corrective and preventive action plans (CAPA) following each inspection of your inspections;

Annex the documents required 10 process your inspection dossiers

You may consult the manual for this application by ciicking on this Ink Downioad the manual of contact us by emall. support potai@aimps-fagg be

Created on : 24.11.2017

History
Filled in on Croated by Expiry
I Dav/month/veac l I 2000 I I 3 years.
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Please answer all of the questions.

Form manufactunng

Do you have an IS0 9001 or ISO 13485 certified quality system?

() Yes
O No

Do you assembly/manufacture all your devices at your own premises or are some assembly/manufacturing
activities outsourced ?

O All devices are assembled/manufactured at our own premises
O All manufacturing activities are outsourced
O Some manufacturing activities are outsourced

Do you sterilise your IVD/MD at your own premiseas or are these activities outsourced?

Do you pack/label your devices at your own premises or are these activities outsourced?

O At our own premises
O All packaging/labelling activities are outsourced
O Some packaging/labelling activities are outsourced

How many of your own people are involved in the production of the medical devices you put on the European
market? (quality assurance included)
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How many different generic device groups do you put on the European market?

O Lessthan 5
O Between 5 and 20
O More than 20

Do you put devices on the market that also fall under the responsibility of the the Belgian's Federal Agency for
Nuclear Control?

O Yes
O No

What after-sales services do you offer for the medical devices which you put on the market?

[J (Periodical) Maintenance / maintenance contract
[J Repair (repair under warranty not included)

[] Installation in healthcare institutions

[] Installation in a patient's home (lay user)

[] Distribution to users

[] None of the above

Do you follow the guidance MEDDEVs, consensus statements and informative documents applicable to your
activities?

O Yes, | follow the applicable guidance documents
O | follow some of the applicable documents

ONO

Confirmation

[J By this form, | certify that the information given is true and accurate.
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Form(s) @

Filled in on - 11.12.2017 Aprés avoir rempli le formulaire, vous
verrez cette information.

History Fill in a new form

Filled in on Created by Expiry Action

11.12.2017 XXUXX 11.12.2020 &

Inspection(s) @

Vous pouvez lire toutes vos
réponses ici.

€ No inspections

Document(s) @
Add a document
Document title File name Owner Created on Actions
Test Smals-Logo.png XKXXX calendar £
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Pour une correction
Form(s) @

Filled in on : 11.12.2017

History

Filled in on

11.12.2017

Inspection(s) @

€ No inspections

Document(s) @

Document title

Test

(0

Voici les informations sur
votre dernier formulaire.

Created

XXXXXK

File name

Smals-Logo.png

Expiry

11.12.2020

Fill in a new form

Action

Pour corriger, modifier ou mettre a jour des
données, vous devez remplir un nouveau

formulaire.

XXHXX

Created on

calendar

Add a document

Actions

&
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Les difféerents email automatique et les délais

1) Ouvrez I'application "Mes controles" et complétez le formulaire
complétement

- Timing: 45 jours apres I'enregistrement
- Un rappel est envoyé apres 30 jours

2) Le rapport d'un inspecteur a été ajouté par un inspecteur

- Timing: vous avez 30 jours pour fournir votre plan d’actions correctrices
(CAPA)

- un rappel est envoyé apreées 15 jours
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Les difféerents email automatique et les
délais

3) Un document a été ajouté a votre dossier par un inspecteur
4) Le CAPA a fait I'objet d'une enquéte par un inspecteur
5) Le dossier d'inspection a été fermé par un inspecteur

6) Le formulaire a expiré (apres 3 ans)

- Rappel: temps requis pour remplir le formulaire: 45 jours

7) L'expiration d'un formulaire a été forcée par un inspecteur

- Soumettre a nouveau le formulaire 15 jours apres la réception d'un e-mail
automatique
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Comment utiliser le web portail en tant que
fabricant de dispositifs sur mesure ?

(0

Acces au portail

Enregistrement de lI'activité de fabricant de dispositifs sur mesure
(application "mes activités”)

Notifier la mise sur le marché de dispositifs sur mesure (application
“"mes dispositifs”)

Compléter le formulaire d’autocontrole (application "mes
controles”)

Déclarer le chiffre d’affaire lié aux dispositifs médicaux (application
“mes contributions”)
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Federal Agency for Medicines

and Health Products

Manage my activities My distributed/manufactured devices

My alerts

@ 17/5/2021 These details are incomplete:
the email address of one (or more) legal
representative(s) is missing.

My company

My notifications of manufacturing and reprocessing

Remplir un nouveau formulaire

s Manufacturer Manage my Contributions
ey Fill in my form A
Address My dossier

VAT number: BEXXXXXXXXXX
FAMP number: BE/CA01/1-YYYYY

Manage my company details
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You are logged in as Alexandre Jauniaux (0474708991) Aide ] Contact

° You are 47 days late for providing your turnover data for the tax 2021 (CA2020) over de period 01/01/2020 - 31/12/2020 Sanctions process has started. But it is still possible to enter your
turnover data.

Please choose the period 2021 (CA2020) v

Declarations of turnover amounts.

Remplir un nouveau formulaire

——

‘—> D_‘m&"%l

_-

26/02/2021 Email Sending Request a turnover declaration details
26/02/2021 Email Sending Request a turnover declaration details
26/02/2021 Email Sending Request a turnover declaration details
26/02/2021 Email Sending Request a turnover declaration details
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fr You are logged in as

Aide ] Contact

licaments et des produits de santé

New turnover request

o Declaration for the tax 2021 (CA2020).

o Please keep your email address updated in the My Company application

| do not distribute medical devices or their accessories to retailers or end-users. Therefore, | am not concerned by the contribution.

* Required fields

Total turnover for all activities of the €
distributor *

Total turnover realized on sales of €0
medical devices *

Turnover amount on sales or placed at €0
the disposition of medical devices to
retailers and endusers *

2. Certificate

Certificate file Add a file
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