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A. INTRODUCTION

THE “APPLICATION FORM GENERATOR” SOFTWARE HAS TO BE INSTALLED
LOCALLY ON YOUR PC.

That software will allow you to fill in the data qeired for your applications for authorisation
concerning biocidal products (new application, veale extension, etc).

1. Useful information

There are “educational” help windows in each sciefetiie program. Those windows open by default
but you can shut them if you don’t need them.

=2 phlication
File View
ApplicationFarm | CTD Structure Le demandeur
3 Farmulaire Un peu d'explication & 5
[ Le demandeur
D Le consutant Dans cette fenétre, insérer les ées du d isation = de la mise sur le marché en Belgic . L.
D Le distributeur ou destinataire C|IqueZ Ici p0u|
§ [ Le hincide alé 5 . 2 S
Les élements definis en vert sont ceux qui doivent étre obligatoirement remplis. a
[ Identie du biocide fermer la fenétre
] Cﬂmpﬂ‘ﬁ‘“ﬂ” Le « n° BCE (banque carrefour des entreprises) » est obligataire pour les sociétés dont le siége social est situé en Belique; (' aide d idactiq ue
[y caractéristiques du bioide
D Application du Biocide Le « code langue » peut étre donné a titre indicatif pour les sociétés helges.
o 9 Etiquetage
D Etiguette du produit Si une personne de contact spécifique est responsable pour ce dossier, cliquer « oui » et insérer les coordonnées de la personne de contact
[ sécurité de lutilisateur
[} Lefficacité du biocide avec une adresse e-mail éventuelle qui pourra étre utilisée pendant toute la procédure d'évaluation du dossier.

[} Létude de résidu =
D Quantité biocide S'iln'y a pas de personne de contact, cliquer « non ».

[y composants actifs
D Bincide autarisé & I'8tranger

BCEn®

Nom

Forme Juridique

Zone

Rue

Boite

Code Postal

Commune

Région

Pays

\
\
\
\
\
Numéro ‘
\
\
\
\
\
\

Téléphone

A0 O

lal

[Formulaire, Le demandeur]

¥
The different headings open by clicking - button on the right side of the screen.

The different headings close by clicking =~ button on the right side of the screen.
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To expand the tree structure, cl & or double-click® [ Le Biocide

Applicatiun Form Generator [Project Mame: Produit / Dossier Type: B10m1]
File

l/ ApplicationFarrm |/ CTD Structure | Le Biocide
[ Formulaire

E‘] Le Demandeur

E‘] Le Consultant

[ Le distributeur ou destinataire

[TlLe Biocide]

[ Biocide autorisé & 'étranger

This makes the different secondary headings appetre screen.

9 [ Le Eiocide
[y Identité du Biocide
|__°*| Caompasition
rj Caractéristigues du Biocid

[y Application du Biocide
ﬁ Ftirnetana
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2. How to add data to a table?

Fl Application Form Generator ¥4 [Project Name: BiocideXX / Dossier Type: (B10m1) Nouvelle autorisationfidentigue Europefméme usage]
File View Help

ApplicationFarm [ CTD Structure Composition

I Formulaire Un peu d'explication g =
D Le demandeur
[ Le consultant Analyse a
D Le distributeur ou destinataire
9 [ Le bigcide Ajouter une attestation d'analyse confirmant le teneur en composants actifs. @
[ identité du biocide

O arsastr]
D Caractéristiqgues du biocide
D Application du Biocide

o [ Etiquetage
[ Etiquette au produit
[y secunits de 1utilisataur [nom substance enangl.]  nom commercial | numera CAS [ teneurwage mim | tange [ numera CE [ T8} |
[} Lemeacité ou biocide [ | |

[} Létude de résidu Supprimer Ajouter
[} Guantité niocide

[} composants actifs

Un peu d'explication ¥

Composants Actif (% mim) A

[T} Biocide autorisé & Mtranger Un peu dexplication v
Documents composants actifs &
Ajouter une fiche de données de sécurité MSDS pour chaque composant. B
Composants non-actifs (% m/m) A
[nam chimigue en .| nam commercial | numéra CAS | teneur %age mim | range numéro CE ionction dang lehi.]  remargue | 5} |

To add or remove an(active or inactivelngredient in one of the tables above, you just have to click
the “Ajouter”(add)/ “Supprimer” (remove) button @aold or remove a line in the table.

Example
Composants Actif (% m/m) =
nom substance en angl nom comrmercial numéro CAS teneur %ane mim range numéro CE D
FOTASSIUM BENZOATE |Potassium 582-25-2 5 pas d'application 208-481-3 10475

A new row appears in the “active substances” taliiere you can add data concerning a second
active substance.

To add data to a column click in the chosen cell.

Composants Actif (% mim) 2

‘--|'ﬁ5'rﬁ substance en angT.ﬂ'h.ﬂUm commercial \ numerg CAS | teneur %age m/m | range | numero CE | |0} |
4 *

S | \ | | | | ]
e, Lt

uter

Composants Acf (% mim)

>

nom substance en anglais . nom commercial numeéro CAS teneur %age mim range numéro CE

T DR

501 ol
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Composants Actif (% m/m) 2
|num suhstance en angl. | nom commercial | numero CAS \ teneur %age m/m \ range | numero CE | I} |
|POTASSIUM BENZOATE |Fotessium |582-252 5 |pas d'application |z00-481-3 |10475 |

Caution: If you do not add data to a table, theiltalways be a visible empty row. You cannot delet
that empty row.
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3. How to start

1) Click on the “Start” button (in the lower left canof your computer screen), then choose
“Application Form Generator” in the list of programs;

Mew OFfice Document
Cpen Office Document
Screen Saver

Burn CD & DVWDs with Roxio

Sek Program Access and Defaulks

E N—— [} Accessories 4
43 Burn €D & DYDs with Roxio
@ Dacuments + g Intermet Explorer
@ Microsoft OFfice L3
% Settings L4
{l Adobe Reader 7.0
@ search » =7 atnitister Contral Pansl 1.1.8.16
[E MWSnap L3
@ Help |E| Application Form Generator v BE Application Form Generakor
e ¥ B Uninstall
! Loce
~ —_— —
OO0 daEE d-L-A-==2 @0
Shut Down. .. L1l ol EMR. REW EXT RFP Frangais (Fr

EStart |J :_:tj = d |J Bcﬁte de réception - Micrcn...l @Google - Microsoft Inkern, .. I 310_UserManuals

The program opens two different screens; the béacken must stay “OPEN”. For more convenience,
you may restore down the black screen and maxitheether one. (See arrow-pointer below)
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B8 Application For

File

B application Form - I%!ﬂ

CTD Structure
ApplicationForm

Gestautor

C:~ApplicationFormGenerator>java —jar fApplicationFormGenerator.jar

2) When the program is open, click on « file » #@meh « new »;

e

Enpplicatinn Form Generator -0l x|

New
Complete
Save
Load

3) In the window that appears, (see below)

a)

b)

c)

d)

Choose the language of the application that willshbmitted (French or Dutch). The
language choice for the application is importargaose the chosen language will be used
in all mail addressed to applicant as well as eatthorisation for the concerned product;
Enter the name of the project, e.g. the trade nafntiee product for which an application
for authorisation is submitted;

Check if the_active substance(s) in the submittediyct is (are) already authorised in a
biocidal product in Belgium.
You can check this through the following link “rezbhe substances actives autorisées”
(search authorized active substancE€gaution!!: You cannot search these substances if
you are not connected to the internet.

If the active substance(s) is (are) already ausiedrin Belgium, clickOui” (yes). If the
active substance(s) is (are) not yet authoriséklgium, click“Non” “no”);

Choose the type of file to be submitted in the lkenenu. If you want more details on the
possible choices, click on the question mark (?);
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f) Click OK to generate the electronic form and begin compdetie spaces on the form
and adding the required files.

@ FR  (NL >>Demande serafaite en Frangais

Hom du Pruject:|hincide |

Substance active déja authorisée en Belgique

) Oui & Hon

|Hnwelle autorisation/fidentique Europe/méme usa... | - | 7

| Ok | | Cancel

Recherche substances actives authorizées (internet link)

The above screen is the one where you will stagreng the information required for your applicatio
for authorisation.

As you can see, you have to complete differentingadl

According to the application type (see window bélogome of those headings do not appear in the
electronic application form as they are not neagdea that kind of application.

Please note that tligeen zones are mandatory in each form.

User Manual: « Application Form Generator »
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File View Help

ApplicationForm | CTD Structure Le demandeur
[T Formulaire Un peu d'explication A

[ e semanaend]

[ Le consultant
D Le distributeur ou destinataire

D]

Dans cette fenétre, insérer les ées du o i = e la mise sur le marché en Belgique.

i L binclre Les éléments définis en vert sont ceux qui doivent éire obligatoirement remplis.
[ 1dentité du bigcide
D Compasition Le « n° BCE (banque carrefour des entreprises) » est obligatoire pour les sociétés dont le sigge social est situé en Belgique.
[ caractéristiques du biocide
[ Application du Bioside Le « code langue » peut étre donné a titre indicatif pour les sociétés belges.
o [ Etiguetage
[ Etiquette du produit Siune personne de contact spécifique est responsable pour ce dossier, cliquer « oui » et insérer les coordonnées de ia personne de contact
[ sécurité de Iutilisateur
[ Lrefiicacits du biocide avec une adresse e-mail éventuelle qui pourra étre utilisée pendant toute la procédure d'évaluation du dossier.
[ Létude de résidu i =
[ Guantits biocide S'ilny apas de personne de contact, Cliquer « non ».

[ compasants acifs

[ Bincide autarisé & l'étranger
BCEn®

Nom

Forme Juridique

Rue

Numéro

Boite

\ I
\ |
\ |
Zone ‘ |
\ |
\ |
\ |
i 1

You can make the file structure disappear at anmemt under Application Form. To make those files
disappear, you have to use the Hide Tree optidhdrmenu. That option is useful if you cannot see
the complete form on one screen. If the file stitetisappears, there is more space for the form.

pplication Form Generator ¥1 [Project Name: BIODCIDE XYZ [ Dossier Type: (E10m1}) Nouvelle autorisation, ntique Europe /méme usage]
File |View |
Apyl View tree CTD Structure | Le Demandeur

9 F| Hidetree
D Le Demandeur
D Le Consultant
[ Le distributeur ou destinataire
o= 7 Le Biocide
[ Bincide autorisé & Métranger

Un peu d'explication

BCEn® [

Hom |

Forme Juridigque |

To make the file structure reappear, use View Den.
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npplicatiun Form Generator ¥1 [Project Name: BIDCIDE XYZ / Dossier Type: {(B10m1) Nouvelle autorisation/identique Europe;/meéme usage]

File

Lel wviewtree

Hide tree
Un ion

BCEn® [

Nom |

Forme Juridigue |

You can save the zones that have already beed fillat any moment by clicking offile” and then
“save’.

Applicatiun Form Generator ;|g|5|
File |

New e

Complete pfm

Save

Load [%

When all form zones have been filled in, you mustak that all those zones have been filled in
correctly by clicking onfile, complete'’.
If some zones have not been filled in correctlypemessages will appear on your screen.

Example of an error message: ‘Completion Error’ List

3 Application Form Generator v3 [Project Name; B10m1 compleet / Dossier Type: B10m1].

File View
ApplicationForm | CTD Structure Formulaire
=3 Farmulaire

[ Le demandeur

[ Le consuttant

D Le distributeur ou destinataire
o 9 Le hiocide

Completion Error List [‘5—(‘
D Biocide autorisé 3 I'étranger o

[Erreurs dans ApplicationForm
‘aleur non remplie: Mom
= Farmulaire = Le demandeur
aleur non remplie: Pays
= Formulaire » Le distributeur ou destinataire » Il y a un distributeur ou = Di ou
Le tableau Composants Actif (% mim) n*est pas correctement rempli
= Formulaire = Le hiocide = Composition

Erreurs dans CTD Folder.
Fichier avec syntax MSDS * pas trouve dans le répertoire /B10m1 compleetCTDF olderAd_safetyAd1 _MSDSKAE11_MSDS_Bioeidal Product!
Répertoire /B10m1 compleetCTDF olderAd_safetyAd1_MSDS/A11_MSDS_Biocidal Product a moins que 2 fichiers

This example contains the following errors:

The errors in the ApplicationForm correspond with errors made in the form:

User Manual: « Application Form Generator »
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e The value for the zone ‘Nom’ (name) has not beerfited in.
The place where this zone is situated is mentiamége next line.
In this example, the compulsory zone ‘Name’ hasbesn filled in under “Formulaire > le
demandeur”.

* The table ‘Composants actifs (% m/m)’ has not fékxa in correctly.
This table can be found under: “Formulaire > leclde > Composition”. You will receive this
message if one or several columns of a compulsdaie thave not been filled in correctly.

The errors in the « CTD Folder » correspond witlersrregarding the files that are missing or thesfi
that do not start with the name that is required.
e The files of which the names start with MSDS havat teen found in directory
CTDFolder/A9_Safety/A91_MSDS/A911_MSDS_Biocidal Buaot.
This directory must contain at least two of thakesf
The product's MSDS files are asked for in headiBgcurité de I'utilisateur” (User safety).
They must be added in both languages, that iséndfand in Dutch.

It is not necessary to close the list of errorg) gan move it on your screen and solve the problems
one by one. When all problems have been solved hgwe to click on ‘Complete’ until the message
‘Complete successful’ appears.

You can also close the list of errors and afteraalttk on file—completé'.

File View

e: B10m1 compleet / Dossier Type: B10m1 ] E'@@]

-

(" ApplicationForm | GTD Structure Formulaire
=3 Product
o [ A2_admin
o= [ A2_physical-chemical properties
o [ a4 _pMicacity

[} as_residu

[y a6_ucuo

[y A7 _toxsurmmm

[ A&_ecotoxsurnm
o [ A9_safaty

[ a10_ather

e
I} complete Successful

Once again, «green» zones are_mandatory!!

At some stages, you have to add files. You cartlakk files by clicking on the window with a
computer icon.

Lefficacite

»

Ajouter les rapports de test d'efficacite.

48
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Through that window, you have access to the diffied@cuments saved on your PC.

| Composition |
Il | finitar nna zono * it vied nar lo neaduit' |

et e £

DApphcation du Biocide =
D Etiquetage Rechercher dans IQ ICT-0090C (C:) LI ﬁF
[ Lefficacite o bioeide I mMssoL7 1 TEMP [£] devicatablelog
D L'etude de residy [ ocs-ng 2] temp lokaal Rescued document 1.bxt :
[ quantité biacide ] ORACLE (27 TERMEMU Rescued document 2.xk
[} sécurité de lutilisateur ] oraHome_1 ] test [2] rescued document 3.txt ‘
D Composants actifs ] ORANT [ TMPINST E] Rescued document 4. bxt ‘
[ Biocide autoriss 4 [étranger (] Prafiel 2 Utils _‘_Rescuéﬂ'damemmt ........
g Ci—
|1 Program Files |2 werkfolder .. Toe ke voegen document, doc ‘
£ programs 2 wInnT AT PR e
CIEEE N | (] QUARBNTINE [F] AUTOEXEC.BAT ‘
L_:] SQLDeveloper COMNFIG. Y5 ‘
4 b |
Mom de Fichier : |Toe te voegen document, doc QUi
| Fichiers du bype ¢ ITUus es fichiers LI Annuler

Click on the right file and then click on « Opeto»add the file at the right place.

Caution! File name has to correspond exactly (correct capitters and small letters are
important!) to the defined norms. You can see thasemes in the “educational” help windows at
every place you have to add files.

Note: only the beginning of file names, as mentiahie the help panels, is controlled. You can
choose the end of the file names. Example: menti@pnumbers by safety data sheet added, ...If
you have to add several sheets, you must use tlethad because it is impossible to add a second
file with the same name in the same folder.

I Before you begin completing the electronic forrfile names to be added should be determined
with the correct name on your computer to make tggeasier!

If you want to add several documents at a timéénsame heading, you can use the « shift » or
« control » buttons to select several documenastiae.

Added files do not appear in the electronic forrhdmly via the CTD Structure’.

You have to go to ‘CTD Structure’ to see the docnta¢hat have been added to your application.
You have no access to the content of the docuniergplication Form Generator.
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File e
o .

ApplicationFosh | CTD Structure ."x A32_comp
3 Product “‘ 3 Description : I'attestation d"analyse pour la teneur composantes actives
[ #1 _app e,
o= 3 A2_admin Trrsseaenet
¢ CJ A3_physical-chermical properies
[0y Az1_stab

[y A32_camp
¢ [ Ad_eficacity \
[ Ad1_efi_test

[y adz_resist
[y ra_residu
Oy ra_ucuo
[ 27 _toxsurnm
[ az_scotoxsurnm
9 [ A9_safety Ajouter un fichier : =
¢ O A31_M3DS =
D A911_MSDS_Biocidal Product

A4 MOPE ek Pt

B

It is also there that you can delete an added file.

[ Contenu du folder : |
|#nalyse.doc |

Here is a global view of ‘CTD Structure’
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-------
0 .
K .,

.
File .,
Applicationform | GTD Structure & A3z_comp
[ Product ", X Description : Fattestation d'analyse pour la teneur composantes actives

) #1_appl **ea,
o 3 AZ_admin
¢ 3 AZ_physical-chemical properties
A31_stab
B
¢ [ Ad_eficacity
[ ad1_eff_test
[ a4z_resist
[y As_residu
[y #6_ucLn
[ A7_toxsumin
[0y #&_ecotoxsurmm
¢ [ A9_safety Ajouter un fichier : =
§ C]A91_MSDS s
[} 4611_MSDS_Biocidal Froduct
[} ma12_MSDS_Astive Substances
[} #913_MSDS_Non_ctive Substances
[ asz_iabel
[ A93_notice
[y a10_other

oo

[ Cantenu du folder ]
|mnalyse.dac |
I

Remark: if applicant wants to provide other docuta¢hat can be useful in assessing the application
but that are not required in the electronic forradiegs, these documents must be added via ‘CTD
Structure’ under A10_other.

User Manual: « Application Form Generator »
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4. Last steps

When the registration of your product’s application authorization is done, you can make a “zip”-
file of it. Here is how you do that:

- Using ‘windows explorer’, go to the place where pihegram ‘Application Form Generator’ is
installed.

- Select the folder with the same name as your pr@escgiven when you opened the electronic
form).

- With a right click of your mouse, open the pop-upm and save the whole folder (CTD
Folder + xml file) in “Zip” format by clicking on /R

[N BiocideX

J File Edit ‘iew Favorites Tools Help

J & Back ~ = - | Q) 5earch ||-E;F-:-Iders ®|%‘ LE 5wy | [~
J.C\ddress Ia Biocidex

— I
EI:5 ICT-0046C ()™, | =

5 =R ApplicationFo'r:.'rnGeneratnr CTCFalder B10z_temp
o i |
‘Dd """ Expand
{:I b Explore
{:I N Open
w2 e Search...
EI{:I Dacul
{:I &  Sharing...
{:I 3 I Rechercher les menaces. .,
-1 |

: &) Add ko Zip
2 object(s) (Disk free 3 Add to Biocide. zip

&3 Zip and E-Mail Biocidex.zip

58,5 KB [ 1y Comput

Send To 3

Cut
Copy

Delete
Rename

Properties

If your folder has been transformed into a zip:fileu can send it by e-mail to the following addres
info.gestautor@health.fgov.be

If you prefer sending the electronic file by maibét), you have to copy the whole folder on a GD. |
that case, it is not necessary to create a zip-file

B. COMPLETE FORM FOR ELECTRONICALLY SUBMITTING AN APPICATION
FOR AUTHORISATION FOR A BIOCIDAL PRODUCT

User Manual: « Application Form Generator »
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This part of the manual explains in detail theatiéht headings for a new application for authaosat
for a biocidal product.

For certain application types, the electronic famfy contains the headings required for the chosen
type of application and does not necessarily irelaltithe headings listed below.
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1. The Applicant

In this window, fill in the information of the authisation applicant, which is by definition the pan
responsible for the putting on the market in Baigiu

The green elements are mandatory.
See screen below:

aplicationForm Le Demandeur
[ Formulaire Un peu d'explication ¥
D Le Demandeur
[ Le Consuttant BCEN
[ Le distributeur ou destinataire
o9 Le Biacide

[ Biocide autorise 4 Mébanger Forme Juridique

Nom

Zone

Rue

Numéro

Boite

Commune

Région

Pays

Téléphone

Fax

E-mail

\
\
\
\
\
\
\
Code Postal \
\
\
\
\
\
\
\

MO L e

Code langue

Il'y a une personne de contact ®loul
) Non

lly aune personne de contact g

Prénom

Nom

Titre

Téléphone

GSM

Fax

|
|
|
Fonction |
|
|
|
|

L e e L

E-mail

Utiliser I'adresse e-mail de la personne de contact pendant la procédure i Yes

2 No

[Formulaire, Le Demandeur]

User Manual: « Application Form Generator »
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Additional explanation concerning that screen:

- « BCE n° » (Crossroads Bank for Enterprises number)asdatory for enterprises with their head
office in Belgium.

- « zone » may be filled in if the Belgian or fayeienterprise is installed in an industrial area.

- «code langue» (language code) can be filled in for informatemfar as Belgian enterprises are
concerned.

- If a specific contact person is responsible far application, click eui » (yes) and fill in the contact
person information, including an e-mail addredféfre is one. This address will possibly be used
through the whole application assessment procetfutesre is no specific contact person for that
application, click ¢hon » (no) and go to the next heading.
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2. The Consultant

If a consulting enterprise is involved in submigtiyour application, click eui » (yes). If there is no
consulting enterprise involved, clicknen » (no).

See screen below:

Le Consultant
Il y a un consultant @ oul
) Non

Ily a un consultant A

BCEn®

Nom

Forme Juridique

Zone

Rue

Numéro

Boite

Commune

Région

Pays

Teléphone

Fax

E-mail

\
\
\
\
\
\
\
Code Postal ‘
\
\
\
\
\
\
\

17 72

Code langue

il y a une personne de contact ® b
) Non

ily a une personne de contact R

Prénom

Nom

Titre

Téléphone

GSM

Fax

|
|
|
Fonction |
|
|
|
|

\
\
[*]
\
\
\
\
\

E-mail

Utiliser I'adresse e-mail de la personne de contact pendant la procédure I Yes

) No

That heading should be filled in the same way ashfe applicant, taking the following remarks into
account:

- « n°BCE » (Crossroads Bank for Enterprises number) is mang#br enterprises with head office
in Belgium.
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- «code langue» (language code) can be filled in for informatemnfar as Belgian enterprises are
concerned.

- If a specific contact person, as a consultamgsponsible for the application, clickoui » (yes) and

fill in the information of the contact person, asamsultant, including an e-mail address if thererie.
This address will possibly be used through the wlagiplication assessment procedure. If there is no
specific contact person for that application, ckakon » (no) and go to the next heading.
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3. The Distributor or Addressee

This heading isnandatory for foreign enterprises with head offices in thedpean Union using one
or more Belgian distributors or addressees tolmit product on the market in Belgium.

This heading i@ptional for Belgian enterprises using one or more Belgiatributors or addressees
to put their product on the market.

If there are one or more distributors or addressgiek «oui » (yes). If there is no distributor or
addressee, clickron » (no).

See screen below:

Il'y @ un Distributeur ou destinataire @ oui
' Non
Iy a un Distributeur ou destinataire 2
Distributeur ou destinataire A

BCEn®

Nom

Forme juridique

Zone

Rue

Numéro

Boite

Commune

Région

Pays

Téléphone

Fax

E-mail

LRI NN .

|
|
|
|
|
|
|
Code postal |
|
|
|
|
|
|
|

Code langue

Ajouter une zone : "Distributeur ou destinataire™

If several distributors or addressees are invoimdtie putting on the market of that product in
Belgium, click then on « ajouter une zordistributeur oudestinataire » (Add a « distributor or
addressee » field ).
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4. The Biocide

4.1 Heading “Identité du biocide” (biocide identity)

Under “dénomination commerciale” (trade name)

In this window, fill in the trade name of the pratlin French, Dutch and German (if there is orfe). |
the trade name is the same in all three languéiies,the three fields with the same name.

The name should not contain one or several ofahewWing characters:/:*?“<>|

If the name of your product contains one of thdsracters, you must mention this in an annexed
document. Document to be added in folder A10_other.

If the product has been given a code name anaifcide is in the testing reports/documents that ha
been submitted, enter that code here so thatritkedin be made between the code and the application
product.

Dénomination commerciale francaise

Dénomination commerciale néerlandaise

Dénomination commerciale allemande

Nom de code

Under “fabricant” (producer)

If the information concerning the producer headkceffs not different from the information

concerning the applicant for authorisation, clickon » (no) next to that question. In this case, you
nevertheless have to open the heading « coordodésiege social du fabricant différentes de celles
du demandeur » (head office of producer informatiibferent from applicant information) and then
enter the branch unit number ("numéro d'unité diiisement") as defined by the Crossroad Bank for
Enterprises.
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Le fabricant A
Un peu d'explication ¥
Coordonnées du siége social du fabricant différentes de celles du demandeur. O oul
® Non
Coordonnées du siege social du fabricant différentes de celles du demandeur. 2
Unité d’établissement du fabricant £

N° de Funité d'établissement BCE

Coordonneées de ['unité d'établissement différentes du siége social 3 Oui
) Non

Coor ees de l'unité d'établi différentes du siége social ¥

If the information concerning the producer headbceffs different from the information concerningth
applicant for authorisation, clickaui » (yes) and fill in the fields in the window.

Le fabricant S
Un peu d'explication ¥
Coordonnées du siége social du fabricant différentes de celles du demandeur. & oul
 Non

Coordonnées du sieége social du fabricant différentes de celles du demandeur. &

BCE n®

Nom

Forme Juridique

Zone

Rue

Numéro

Boite

Commune

Région

Pays

Téléphone

Fax

E-mail

MU L L L L

|
|
|
|
|
|
|
Code postal |
|
|
|
|
|
|
|

Code langue

Fill in the table above in the same way as theiptesvheadings, taking the following remark into
account;

- « n°BCE » (number in the Crossroads Bank for Enterprises)dadatory for enterprises with head
office in Belgium.
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- «code langue» (language code) can be filled in for informatemnfar as Belgian enterprises are
concerned.

Under “Unité d’établissement du fabricant” (producer branch unit number)

As far as Belgian enterprises are concerned, &émtdsranch unit number of the producer as
mentioned in the Crossroads Bank for Enterpri€&H).

If the branch unit information is not different fnothe head office information, clickron » (no) and
go to the next heading concerning the biocideraposition ».

Unité d'établissement du fabricant

»

N° de I'unité d'établissement BCE

Coordonnées de l'unité d'établissement differentes du siége social O oui
 Non

Coordonnées de l'unité d'établissement différentes du siége social ¥

If the information concerning the branch unit ifetient from the information concerning the head
office, click «oui » (yes) next to that question and fill in the womdbelow where you have to enter
the information concerning the branch unit.
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Unite d'etablissement du fabricant (€]

N° de I'unité d'établissement BCE

Coordonnées de l'unité d'établissement différentes du siége social ® oui
2 Non

Coordonnées de I'unité d'établissement différentes du siége social ®

Numéro

Boite

Code postal

Région

Pays

Téléphone

Fax

E-mail

|
|
|
|
|
|
Commune |
|
|
|
|
|
|

Code langue
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4.2  “Composition”

Under “Analyse” (analysis)

Composition

Un peu d'explication ¥
Analyse =
Ajouter une attestation d'analyse confirmant le teneur en composants actifs. ‘
=x

Un peu d'explication

«

Add here the analysis report justifying the actudstance(s) concentration contained in the product
The analysis must be made by an independent lagran the product submitted for application. The
original analysis report must be sent by mail (post).

The name of the file that will be added must begith: Analyse (file visible under CTD Structure,
A32_comp)

Under “Composants” (substances)

Fill in the following tables listing all substance®ntained in the biocidal product, i.e. active
substances (predefined list), non active substafeslefined list) and, if necessary, non active
substances that are not listed.

The concentration of the different ingredients nhesexpressed in % m/m (mass/mass).

I All ingredients of the product must be registeuvadil the product total percentage reach@8 %.

Under “Composants Actifs” (active substances)

To add data to the table, you have to click onlgfiemouse button on the field where you want to
enter a value.

Composants Actif (% m/m) a
|n0m substance en anglais c..l nam cammercial \ hurmaro CAS | teneur %age mim \ range | numearo CE |

Un peu d'explication

«

Documents composants actifs =

Ajouter une fiche de données de sécurite MSDS pour chaque composant.

Here is how you complete the table:
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1. First, enter in one of the three following cohsrtheactive substance name in EnglisOR its
CAS number OR it&£C no. Example: if you choose to fill in the activédbstance name, it must
correspond to the notification name as registendgtie European lists. You can enter the name in
small letters or in capital letters. When the nasrfeund, the system will transform the name
automatically into capital letters.

When you have completed one of those three coluthesystem will automatically search in the
substance list and fill in the 2 other columns.

Check if the substance found corresponds to thn sighstance.

The Column ID is also filled in by the system. Thisis used to identify the substance in the
Gestautor system.

2. Enter manually theade nameof the selected active substance.

3. In the «Teneur %age m/m» (content percentage m/m) column, enter the cudrat#on of each
active substance (% m/m) contained in the product.

If there is a concentration range/margipa$ d’application” (does not apply)must be written in that
field and the «ange » column has to be filled in.

4. The «ange» column only has to be filled in if there is centration range/margin and when only
one concentration value cannot be given for the ivact substance.
If that range does not apply to your product, witgas d’application » in that column.

As explained above, if your product contains sdvactive ingredients, add the needed number of
rows using the “ajouter” (add) button. If you wabot delete a needless row, click on “supprimer”
(delete).

Important remark: Several substances on the pregtéfist of active substances may have the same
CAS number and the same EC number but totally rdiffenotification names. In that case, you will
have to search by active substance hame and noABynumber and CE number. The reason ifs that
if you search by CAS number or CE number, the systdl choose the first substance it finds in the
list, which will not necessarily correspond to tight substance.

Under "documents composants actifs” (active sultgsrdocuments), add the safety data sheets for

The file name must begin with: MSDS (substance naffiee visible under CTD Structure,
A912 MSDS_Active Substances)

each active substance contained in your produngubie computer icon.

Under “Composants Non-Actifs” (non active substancs)

Just like for active substances, the concentratiotine different ingredients must be expressed in %
m/m (mass/mass).

The table must be filled in like the one for actisebstances, except that there is an additional
field:* fonction dans le biocid& (function in the biocide) that you have to filh by choosing a
function in a scroll menu.
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Composants non-actifs (% m/m) .“-"" .."~.,' f
* b3
|nurn chimigue en aﬂ...| nom commercial | numero CAS | teneur %age mim | range | numero CE.’. onction dans le bioc.. rémarque |
s adent anti peau |+ ‘%
g —|agent anti peau | -/
_-' Eagem anti-moussg
H amérisant r
P ——— e @appat = H v
Un peu d'explication -_‘ colorant : ¥
- . conservateur <
Documents composants non-actifs N e — 5 2
: gaz pri ~ . .

S 0y
''''''
...........

If you choose autre” (other), specify the real function of that sulbsta in the “remarque” (remark)
field. But if you choose a defined function in theroll menu, write “pas d’application” (does not
apply) in the femark” field.

Non active ingredients that do not appear in tleelgfined list must not be added here but in thietab
below.

Under ‘documents composants non-acsf (non active substances documents), add theysdéta
sheets for each non active substance containesbinproduct using the computer icon.

The safety data sheets that must be added hetbaeee corresponding to the substances added under
the table “Composants Non-Actifs” (non active sabses) coming from a predefined list.

The name of the file must begin with: MSDS (subsganame) (file visible under CTD Structure,

A913 MSDS_Non_Active Substances).

Under « Composants Non-Actifs pas définis dans léste » (= non active substances that are not
in the predefined list)

The concentration of the different ingredients mhestexpressed in % m/m (mass/mass), just like for
the «composants actifs et non-actifs (active and non active substances).

The table must be filled in like the one for otivegredients. Every field in the table is mandatdfy.
you think that one of the fields is not necessamy & certain substance, please write “pas
d’application” (does not apply) in the correspongfield.

In this particular case, you must fill in the chealiname, th&€€AS number and th&C
number manually and there is no automatic searacterog the programme, as there is no
predefined list.

All substances contained in the product must bistergd until theotal percentagereached.00 %.

Under « Documents Composants Non-Actifs pas défindans la liste » (= documents concerning
non active substances that are not defined in thést), add the safety data sheets for each non active
substance contained in your product using the ctendoon. The safety data sheets that must be
added here are those corresponding to the substadded under the table “Composants Non-Actifs
pas définis dans la liste” (non active substantasare not defined in the list).

The file name must begin with: MSDS (substance naffiee visible under CTD Structure,
A913 MSDS_Non_Active Substances).
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Composants Non-Actif pas définis dans la liste (% mim) e

[norm chimigue ou aut nom cormerzial (o, numérn CAS | teneur %age mim_| range I numérn CE [fanction dans 12 ioci. | remargue |

Documents composants non-actifs e

Ajouter une fiche de données de sécurité (MSDS) pour chaque composant ‘ @
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4.3  “Caractéristique du biocide” (biocide characteristis)

All details in this heading must be submitted.

Caractéristiques du Biocide

Un peu d'explication ¥

Etat physique

Explication en cas d'autre

Danger dexplosion

Caractéristiques oxydantes

Acidité/Alcalinite (pH)

Densité Relative (gricm?)

Durée de conservation et

|
|
[
Point de Fusion [°C) |
|
|
|
|

unité de durée ‘Tl
Ajouter les tests de stabilité
Viscosité ciné ique (m?s) | |

Caractéristique technique | |

Incompatibilite | |

If you cannot give one or more values for the paddwomplete ¢as d'application» in the
concerned field(s). In that case, join a letterdach of those missing values explaining the re;ason
why no value could be given. Such a letter musadeed via CTD Structure, A10_other, and must
begin with the name: Argumentation (biocide name).

To get a definition of the different parameters tiwered above and to know which tests are necessary
to obtain the required values/data, please cottseik Technical Guidance Document in support of the
Directive 98/8/EC concerning the placing of biotigoducts on the market. Guidance on data
requirements for active substances and biocidalyms » fittp:/ecb.jrc.it/biocide3/

As far as the physical state of the biocide is eomed, just mention the formulation type, basedon
coding system harmonised at international levelcvhis already used for pesticides. You will find
those codes in the « Manual on Development and di$eAO Specifications for Plant Protection
Products » which is based on the « Catalogue dicjsies formulations types and international coding
system ».
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You will find a list of the codes on
http://www.fytoweb.fgov.be/FR/DOC/INLEIDING/Formuliegstype.htm. For a detailed description
of the codes, please consult the following internet site

http://www.insah.org/protectiondesvegetaux/csp/Am2epdf

If you cannot find any suitable code for your baei you can choose “autre” (other) in the scroll
menu. In the “explication en cas d'autre” (expléoraif “other”) field, give a brief description gfour
product’s physical appearance.

Concerning the product storage stability and itslfdife, first indicate the shelf-life of the pradt

(i.e. 1 year, 6 months,...) and then add one or ségtability tests made on the product submitted fo
application , using the computer icon. Each teat th submitted has to establish the asserted-shelf
life.

The name of the file must begin with: “Stabilitél’ “Stabiliteit” (file visible under CTD Structure,
A31_stab)

The «caractéristique technique» (technical characteristics) field depends onprauct type that
has to be examined. Some additional technical chematics can be submitted to allow a better
evaluation of certain formulation types.

(example: flowability, wettability, surface tensimuspensibility, emulsion stability, ...).

If no additional technical characteristic is regdirfor the product type submitted, indicatpas
d’application » (does not apply) under this heading.

The «incompatibilité » (incompatibility) field only has to be completedhen the product cannot be
mixed with specific substances or in the case afiure with 2 products. If this is not the case,
indicate «pas d’application » (does not apply) under this heading.

Remark: if you have to fill in exponential valuptease use the following form: 10 E -6 (instead ©f

—6)
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4.4  “Application du biocide”  (biocide application)

Indicate in this window the product types for whtble application for authorisation is submitted.

Fill in one product at a time using the scroll mema describe in detail, for each product type
selected, the desired use(s) for that productémétr and Dutch.

Type de Produit

Type de Produit

Usage

Usage (Frangais) |
|

Usage (Néerlandais) |

| Ajouter une zone : "Usage” |

‘ Ajouter une zone : "Type de Produit” |

If there are different possible uses for a seleptedluct type, click on gjouter une zone ‘Usage®
(Add a ‘Use’ field) so that you can describe anotiee for that product in French and Dutch.

Usage

Usage (Frangais) |
|

Usage (Néerlandais) |

Ajouter une zone : "Usage"

If there is a second product type for the concerpestuct, click «@jouter une zone type de
produit » (add a ‘product type’ field) so that you caneselthe 2nd product type and describe the

use(s) in French and Dutch.

Under ‘Description du biocide par type d’utilisateur’ (biocide description by type of user), there
are two possible choices:
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Classification A

Classification Pas classé =]

Description du biocide par type d'utilisateur ) Classe &
# Pas classé

Description du biocide par type d'utilisateur A

Utilisateur professionnel

O Oui
' Non
Liilisateur professionnel ¥
Grand public ) oui
) Non
Grand public ¥

- Class A = product that may only be sold by regétesellers to approved or professional users

- Not classified = product sold to the general puldic/or professionals without particular
reseller/user registration

Attention: You must complete the classification d&i a first time using a list and a second time
through indicating the class.

If the product is a «class A product », the systeslli automatically complete « utilisateur
professionnel oui » (professional user: yes) as the product isascA product.

Then you have to open the « utilisateur profesgbnrwindow and fill in the following items:

- under «mballage» (packaging), complete table as follow, for afispible packaging of your
product:

- “Unité” (unit) : choose from the proposed scrollmagkg, g, I, ml)

- “Nombre” (number) : indicate the packaging capaityntent)

- “sorte” (type): choose from the proposed scroll mef nothing corresponds to the product
packaging, chooseautres » (other) and complete the fieldkemballage non standard» (no
standard packaging)

- “Emballage non standard” (no standard packagimghetcompleted only if it is a special
packaging that does not appear sorte’.

If it is a standard packaging, indicate in thiddi€ pas d’application” (does not apply).

Utilisateur professionnel ® oui
2 Non

Utilisateur professionnel B

Emballage &

| Unité | Mombre \ Sorte | Emhallage non standard |
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- under ‘mode d’emploi par usage/exposition a I'utilisateur (instructions by use/exposure to user),
fill in all fields under this heading in a very dééd way in French and Dutch.

Add as many «node d’emploi par usage/exposition a I'utilisateus fields as necessary.

II'It goes without saying that the number of aduidl fields to be added will depend on the numlber o
(professional) uses defined at the level of thesehgroduct types at the top of the window.

Remark The packaging period of use in case of intenggehas to be completed for each type of
packaging defined in the packaging table.

Mode d'emploi par usage/ exposition a I'utilisateur) ]

Informations en francais

»

Commentaire | |

mode d'emploi

Acte préparatoire

Maniére d'utiliser

Fréquence d'utilisation | |
Dose prescrite | |

exposition a I'utilisateur

Durée d'application unique | |

Durée d'utilisation d'un emballage lors | |

de l'utilisation intensive

Désignation q itative et'ou qualitative | |

d'une durée d'application unique

If the product is not classified (“pas classé”)pabke the concerned type of user: professional user
and/or general public by tickingti” (yes) or ‘hon” (no) where required.

Open appropriate windows and fill in as describieolva for ‘emballage (packaging) andrhode
d’emploi/exposition a l'utilisateur” (instructions by use/exposure to user).
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4.5 “Etiquetage” (Labelling)
¥ 6 Un peu d'explication 2

D Etiguetage preparations dangereuses
D Etiquetage selon CLP

[ Etiguette du produit

[ =écurité de lutilisateur

[ Lisfficacité du biocide 1) Etiquetage selon 'ancienne directive 'préparations (1999/45/EC), ée en loi belge via AR du 17 juillet 2002.

D L'8tude de résidu 2) Etiquetage selon le nouveau systéme CLP (réglement 1272/2008/EC), pour lequel vous i é I'ancienne i i

[ Guanité biocide (voir option 1) (celui-ci est toutefois obligatoire dans la fiche de données de sécurité).

D Composants actifs

D Bincidle autorisé 4 I'étranger

Dans cette partie, nous vous demandons de proposer un étiquetage pour vetre produit.
Pour ce faire, vous avez en ce moment encore 2 options:

A partir du 1 juin 2015, vous pouvez seulement choisir I'option 2 et la fiche de données de sécurité doit encore contenir la classification CLP.

Pour info: Un biocide mis sur le marché avant le 1juin 2015 et qui a une étiquette selon Fancienne directive préparations dangereuses, doit adapter
aux régles CLP son étiquette et sa fiche de données de sécurité pour le 1 juin 2017.

Cliquer sur la clé située a gauche du terme ‘Etiquetage’ afin de générer les deux parties qui peuvent étre complétées.

a) “Etiquetage” (Labelling) according to the old ditiges ‘Préparations dangereuses’

Under “symboles de danger” (danger symbols)

Etiquetage

Symboles de Danger &

I Symboles de danger ]
\ < |

Indicate the danger symbol(s) to be attributecheogroduct using the scroll menu. Click on the line
with your mouse to activate the scroll menu.

Symboles de Danger &

Symboles de danger

0: Comburant hd
0; Comburant =
C; Corrosif

N; Dangereux pour I'environnement

E; Explosif =

F+; Extrémement inflammable
F; Facilement inflammable r
X Irritant
Xn; Nocif

4]

If several danger symbols correspond to the préiparansert additional zone(s). To add zoneskclic
“Ajouter” (Add).

Symboles de Danger A

\ Syrmboles de danger |
|o:comburant e (~]

o .
", ,.

.......

If no danger symbol applies to the submitted prodi@ not complete the zone.

Under “phrases R” (R phrases)
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Indicate the risk phrase(s) (R) to be attributethtosubmitted product using the scroll menu.

Phrases-R &

‘ % Phrases-F -]
[R1: Exolosif & I'état sec o ~]

...........

If several R-phrases apply to product, insert dolthit zone(s) using the “Ajouter” (Add) button.

Phrases-R 2

Phrases-R =

R1; Explosifa I'état sec
R4; Forme des composés métalligues explosifs trés sensibles

If no R phrase applies to that product, do not deteghe zone.

Under “phrases S usage professionnel” (S phrasesforofessional use)

If your product is meant for professional use, ctatgthe following heading where you have to fill i
the security (S) phrase(s) to be attributed tqotieeluct for its professional use.

For some S phrases the title is not complete aedfigations typical of the product have to be atide
by the producer. As far as those phrases are aweateadd those specifications where required in
French and in Dutch.

If several S phrases for professional use corrasgorthe product, insert one ore more additional
zones using the “Ajouter” (add) button.

If no S phrase for professional use applies tophaduct, do not complete that field.
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Phrases-S usage professionnel A

[ Phrases-5 usage professionnel [ Spécifications (frangais) I Spécifications (héerlandais) |

| | | |

Under “phrases S usage grand public” (S phrases farse by the general public)

Complete the table following the same principlefoashe S-phrases for professional use, but dnly i
your product is meant to be used by the generdigub

Remark:Choosing the typef userunder the heading “biocide application” (professilcand/or
general public) automatically determines which 18gses” fields have to be completed under the
heading “etiquette” (labelling).

Example if you choose “professional user” for your protiunder “biocide application”, you only
have to fill in the part on “S-phrases for professil use” under the heading « étiquette » (latgpllin
and not the part concerning “S-phrases for uséaéyeneral public”.

b) “Etiquetage” (Labelling) according to the new CLy&tem
Under “Classeset catégories de dangénHazard Classes and Categories)

»

Classes et catégories de danger + Pictogrammes de danger

| Classes et catégories de danoer + Pictogrammes de danger |

Indicate the danger classes and categories withairesponding danger picture to be attributedhéo t
submitted product using the scroll menu.

If several danger classes and categories applytw groduct, insert additional zone(s) using the
“Ajouter” (Add) button.

If no danger classe and category apply to youryehdio not complete the zone.

Under “Mentions de danger et mentions d’'avertissen®” (H-Statements and signal words)

Indicate the H-statements and signal words to tiated to the submitted product using the scroll
menu.

Mentions de danger et mentions d'avertissement &

\ Phrase-H | Mentions d'avertissement | Spécifications (frangais) \ Spécifications (néerlandais) |

If several H-statements and signal words apply daoryproduct, insert additional zone(s) using the
“Ajouter” (Add) button.
If no H-statement and signal word apply to yourduat, do not complete the zone.

For some H-statements and signal words the tith®isomplete and specifications typical of the
product have to be added by the producer. As fénase phrases are concerned, add those
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specifications where required in French and in Bufe.g. H350..(mentionner les voies
d’exposition).

Under “Mentions de danger supplémentaires” (EUH-Stéements)

Mentions de danger supplémentaires

»

| Phrase-ELH | Specifications {frangais) | Specifications inéerlandais) |

Conseils de prudence usage professionnel

>

| Phrases-F usage professionnel | Spécincations (rancais) | Spéciications (néerandais) H
Conseils de prudence usage grand public E3
| Fhrases-P usage grand public } Spécifications (frangais) | Spécifications (néerlandais) %

4.6 Label of the product

Under “Projet d’étiguette” (labelling project) , insert a labelling project for your product usthg
computer icon.

If your product is meant for professional use asrduse by the general public, you have to add a
labelling project for each of the concerned usd&@anch and in Dutch.

The names of the files must begin with: “Etiqugttefessionnelle”, “Etiquette grand public”, “Etiket
groot publiek” or “Etiket professioneel” (files vides under CTD Structure, A92_label).

Projet d'étiguette 2

Ajouter un projet d'étiquette pour l'utilisation professionnelle.

i

Pour rappel, the labelling project must include tile elements required by Articles 39 and 40 of the
Royal Decree of 22 May 2003.

4.7  “Sécurité de l'utilisateur” (user safety)
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Sécurité de I'utilisateur £)

Ajouter fiches de données de sécurité du biocide. ‘ ‘

Ajouter notices pour le biocide. ‘ ‘

Under this heading, addsafety data sheefor the submitted biocidal product using the cotepu
icon. The safety data sheet must be added in Freamgtlin Dutch.

The file name has to begin with: MSDS (biocide npnifdes visible under CTD Structure,
A911 MSDS_biocidal product)

You also have to add a first dihflet in compliance with the writing instructions givey the Poison
Centre (“Centre antipoison”). You can get thoséringtions as well as the form concerning the leafle
by following this link. You can find the first aid writing instructionglow on that page (Word file)
and the form concerning the leaflet (Excel file).

When you write that leaflet, it is important thaduyadhere to the lay-out imposed by the Poison
Centre. The leaflet has to be added in FrenchrabBaiich using the computer icon.

The file name has to begin with: « Notice » orilBiter » (files visible under CTD Structure,
A93_notice)

4.8 “Efficacité du biocide” (biocide effectiveness)

Under “But visé par le produit” (product goal):

L'efficacité du biocide

But vise par le produit £

[ Butvisé par le produit - Cormmentaire si but= autre |
|attre [ |

Insert in this window the product goal(s) using sieeoll menu. If the product has several goalsrins
additional zone(s) using the “Ajouter” (add) button

If the product goal does not correspond to a pieddfchoice, seleciautre” (other) and explain why
in the comment field.

Under “organisme cible” (target organism):
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Organisme cible

=

Organisme cible

Effets sur I'organisme cible (Frangais)

Effets sur 'organi cible (Néerlandais)

Effets secondaires indésirables ou involontaires (Néerlandais)

C ire si autres organi cibles (Francais)

\
\
\
Effets secondaires indésirables ou involontaires (Frangais) ‘
\
\
\

C taire si autres or i cibles (Néerlandai

| Ajouter une zone : "Organisme cible™

Fill in the data required under this heading. (@nigme cible visé” (targeted organism), “effets”
(effects) and “effets secondaires” (secondary &jgclf an organism targeted by the product dags n
appear in the predefined list of target organisnoimose “autre” (other) and complete the field
“commentaire si autres organismes cibles’ (comrifesther target organisms) in French and Dutch.
If your product is effective against several targeganisms, insert an additional zone by clicking
“ajouter une zone : organisme cible” (add a zoaeget organism).

Under Efficacité et résistance (Potency and resistae):

Lefficacité &
Ajouter les rapports de test d'efficacité. &,

Reésistance A
Ajouter les rapports de test et documentation concernant la résistance. ‘ % ‘

As far as &fficacité’ (potency) is concerned, join all potency testamp concerning the biocidal
product using the computer icon. Each target ofpttegluct has to be established by potency testing.
The tests must be carried out on the submittedyataahd a comprehensive description of the testing
method is required.

The name of the file(s) must begin with : « Effita » ou « Werkzaamheid » (files visible under
CTD Structure, A41_eff).

As far as tésistancé is concerned, data concerning the product possibkistance to active
substances are asked. The data may come fromgtessinlts from tests carried out on products in the
same product type or from literature.

The name of the file(s) must begin with: « Résistam ou « Resistentie » (files visible under CTD
Structure, A42_resist).
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4.9 «eétude de résidu » (residue study)

A residue study is mandatory for biocides whenrthsé can lead to residue in foodstuffs, drinks or
food intended for animals (e.g. products of tygstall disinfectants), 4 (disinfectants used infied
sector), 8 (wood used in food transport), 18 (fmecticides used in stalls or on cattle when tlseae
possibility that actives substances are found iatraad/or milk and/or eggs, ...).

If your product is intended for the above uses, hawe to add a residue study on the submitted
product to your application file, using the comput®n. If your product is not intended for the abo
applications, do not complete that heading.

The name of the file(s) must begin with: « Résidar» Résidu » (file visible under CTD Structure,
A5_residu)

L'étude de résidu

»

Ajouter I'étude de résidu.

Example :For type 3 and type 4 products: you have to proddstudy on the residue quantities
remaining on surfaces that have been in contatt thi2¢ above mentioned foodstuffs after using the
product.

Kind of study that you have to submit: In the residstudy, different materials (like stainless steel
glass or other material used in food (-processimgdgistry have to be treated according to the produc
instructions for use. Those materials are theredrseveral times.

The first and second rinsing water will then belgsed to determine the quantities of remaining
active and non active substances in that rinsirgwa

If those quantities are small enough or under #tedion limit, one can conclude that there isish r
for the consumer.
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4.10 “Quantité biocide” (biocide quantity):

In this window, give an estimation of the commergjiaantities that will yearly be put on the Belgian
market for the submitted biocidal product.

Estimation des quantités commerciales de biocide sur le plan national &

Unité [ =]

Volume || ‘

Under “Unité” (unit) : choose unit of measurement (ex. : 1, kg, ...)
Under “Quantité”(quantity) : give a figure
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4.11 “Composants actifs” (active components)

In this window fill in the properties of each adigubstance present in the biocidal product. Irkert
name of the first active substance contained inptiogluct, based on the same principle as the one
used to fill in the table under “Composition”. Jusk in its name or its CAS number or its CE
number and the two other values automatically appeadnertable.

We remind you thahe names on the list correspond to the namesgsatipear on the European lists
of notified substances (in English, capital lefters

Composants actifs

Un peu dexplication

Composants actifs

Composants Actif (% m/m)

| nom substance en anglais comme notifié | numeéra CAS | numéro CE |

Under “Le fabricant” (producer) , fill in the required data:
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Le Fabricant &
Un peu d'explication ¥
Coordonnées du siége social du fabricant différentes de celles du demandeur < oul
22 Non
Coordonnées du siége social du fabricant difféerentes de celles du demandeur Y

«

Un peu d'explication

»

Caractéristiques

peoids meléculaire (g/mol)

peint de fusion (°C)

peint d"ébullition (°C)

pression de vapeur (Pa) a 20°C

solubilité dans I'eau (mg/l) a 20°C

Log Pow

Constante de la loi d'Henry (Pa.m*mel)

Log Koc

Densité relative (g/cm?)

Degré de pureté (en %)

\ |
\ |
\ |
\ |
\ |
\ |
S'il s*agit d'un aérosol, distribution de la grandeur des particules \ |
\ |
\ |
\ |
\ |
\ |

Degré de pureté {commentaire)

Fichiers ajoutés ) UCLID

) Résumés tox/écotox

(3 IUCLID et résumés tox/écotox

If the active substance producer also is the applifor authorisation, answendn” (no) to the
guestion. Nevertheless open the window “le fabtiesh autre que le demandeur” (producer is not the
applicant) and directly fill in the branch unit nber ("numéro d'unité d'établissement").

If the active substance producer is not the applifr authorisation, answerctii » (yes) to the
guestion. Open the window “le fabricant est autre i demandeur” (producer is not the applicant)
and directly fill in all the required data.

In that case, you have to addautess letteffrom the active substance producer. With thigfethe

active substance producer grants access to togicaléecotoxicological data he owns to applicant.
That access would preferably refer to the IUCLIBadzoncerning that active substance that have been
given for the notification or the European file saary submitted to the different Member States

when it has been declared admissible by the regpMiember State. Thariginal access letter has to

be sent by post.

The file name has to begin with: “Lettre d’acceghistance name)” or “Toegangsbrief (substance
name)” (file visible under CTD Structure, A26_aces

Then fill in the active substanpeoducer’s data, i.e. the head offices data.
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The “BCE n°” (Crossroads Bank for Enterprises number) iadatory for enterprises with their head
offices in Belgium.

The “code langue” (language code) can be fillefbimnformation as far as Belgian enterprises are
concerned.

Under “Unité d’établissement du fabricant” (producer branch unit number), fill in — for Belgia
companies — the producer branch unit number asetbfn the Crossroads Bank for Enterprises
(BCE).

If the branch unit data are the same as the hd@me ofata, click hon” (no) and go to the following
heading (“caractéristiques”) concerning the prapsrbf the active substance.

If the branch unit data are different from the heéitte data, click “oui” (yes) and fill in the flawing
window concerning the branch unit data. The “caagle” (language code) can be filled in for
information as far as Belgian enterprises are aureck

Under “caractéristiques” (properties):
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Caractéristiques 2
Un peu d'explication ¥
Caractéristiques G

poids meléculaire (g/mol)

point de fusion [FC)

point d*€bullition (°C)

pression de vapeur (Pa) a 20°C

solubilité dans I'eau (mg/l) a 20°C

Log Pow

5'il s'agit d'un aérosol, distribution de la grandeur des particules

Constante de la loi d'Henry (Pa.m*mol)

Log Koc

Densité relative (g/cm?)

Degré de pureté (en %)

Degré de pureté {commentaire)

Fill in this heading with the required values takithe units of measures into account. If you cannot
give one or more active substances, compleias«d’application » in the concerned field(s). In that
case, join a letter for each of those missing \akplaining the reasons why no value could bengive
Such a letter must be added via CTD Structure, Attter, and must begin with the name:
‘Argumentation (active substance name)’ or ‘argutage (active substance name)’.

Under “fichiers ajoutés” (joined files):

Fichiers ajoutés ) IUCLID

) Résumés tox/écotox

2 IUCLID et résumés tox/écotox
Fichiers ajoutés a
Les noms des fichiers doivent correspondre a JJUCLID (nom substance), Tox résumé (nom substance) ou Ecotox résumeé {nom substance)

Ajouter le dossier IUCLID.

Ajouter un résumé des données toxicologiques.

Ajouter un résumé des d ées écotoxicologiq

As far as the active substance is concerned, chfyose the files that have been added to the
application:
- either thedUCLID file submitted at the moment of the active substamotification;

- or asummary from the active substance producer, which mustuitec data on the
toxicological and ecotoxicological properties cdttsubstance;

- orboth documents -IUCLID file + producer summary — are submittecdtie application for
authorisation file.

When you have made your choice, add the requiredrdent(s).
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The name of the files must begin with: IUCLID (stdyse name), Tox résumé (substance name) or
Ecotox résumé (substance name) (files visible uded Structure, A6_IUCLID (as far as IUCLID
file is concerned) or A7_toxsumm (as far as thectrgical properties summary is concerned) or
A8_ecotoxsumm (as far as the ecotoxicological ptgsesummary is concerned).

If the product contains several active substande «ajouter une zone composants actifs (add
an active component field) and fill in the windakel you did it for the previous active substance.

Important remark: If the producer - and not the applicant for augaiion - submits the physico-
chemical properties of the active substance antdfotox/ecotox summary and/or the IUCLID file, the
applicant for authorisation must write in the cameal fields that those data will be provided by the
producer. The applicant for authorisation must joieach case - instead of the required documeamts -
letter explaining that the producer will submit #&CLID file and/or the tox/ecotox summary. The
letter must bear the name of the required document.
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5. Biocide authorised abroad:

Fill in the trade name of the product under whids authorised in the other Member State of the
European Union.

Choose the Member State where the product hassagkarised using the scroll menu.

Biocide autorisé a I'étranger

€«

Un peu dexplication

»

Nom commercial ‘

Etat membre dans lequel ce biocide est autorisé ‘ EI

Under “Type de produit” (product type):

Type de Produit &

Type de Produit EI

Usage (Francais) | |

Usage (Néerlandais) | |

| Ajouter une zone ; "Usage™ |

| Ajouter une zone : "Type de Produit” |

Fill in the product type(s) for which the produetshbeen authorised in the other Member StateinFill
one product type at a time using the scroll merai @escribe thoroughly for each selected product
type the use(s) of that product authorised in theroMember State in French and in Dutch.

If several uses have been authorised for a pragipet click ‘ajouter une zone: usagé(add a “use”

field) so that you can describe the other authdrigee of that product in French and in Dutch.

If another product type has been authorised irother Member State, cliclajouter une zone: type
de produit” (add a “product type” field) so that you can stlthe other authorised product type and
describe the authorised use(s) in French and intDut
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Under ‘Composition”:

You must give the product composition as authoriseie Member State.

Composants actifs (% m/m)

»

|n0m en anglais co...| naom commercial | numeéro CAS | teneur (%age mim) | range

| | | | | | numero EC | [n] H
Composants non-actifs (% m/m) 2
|nom chimigue en a...| nom commercial | numero CAS | teneur (%age mim) | range | numéro EC | [n] H
Autres composants non-actifs (% mi/m) 2
[‘nom chimigue ouautre [ nom commercial | nUmMErs GAS [ teneur (wage mimy | range | numéro EC

Add in the right tables the names of active comptsienon active components and other non active
components (only for those that do not appearryéé list of non active components) following the
instructions described above in biocide « compasisi.

The concentration of the different ingredients nhesexpressed in % m/m (mass/mass).

I All substances of the product must be registeri the product total percentage reach@8 %.

Under_“documents a ajouter” (documents to be added), add the required docsmesihg the
computer icon.
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Documents a ajouter

2~

Un peu d'explication ¥
Ajouter une copie certifiée de I'acte d'autorisation original. ‘ ‘
Ajouter une traduction certifiée de I'acte d’autorisation original. ‘ ‘

{obligé sauf si l'acte d'autorisation est en frangais, néerlandais ou anglais)

Ajouter une déclaration sur I'honneur. ‘ ‘

Ajouter une étiquette approuvée dans l'autre état membre. ‘ ‘

Ajouter une zone : "Biocide autorisé a I'étranger™ |

The followingoriginal documents

the certified copy of the ORIGINAL authorisationtaan ORIGINAL statement on honour ( = letter
stating that the product authorised in the othemldler State is identical to the biocidal product
submitted for authorisation in Belgium) as wellbdsbel APPROVED in the other Member State,
must be sertty post

and an electronic version of these documéwith a correct name) must be added to the form as
required above.

Remark the certified translation of the authorisation scmandatory if its original language is not
French, Dutch or English.

As far as the documents to add are concernedil¢heaime respectively has to begin with:
-« Autorisation a I'étranger » or « Buitenlandsddtag »
See under CTD Structure, A22_act
-« Autorisation traduction » or « Vertaling toelatin
See under CTD Structure, A23_transl
-« Déclaration honneur » or « Verklaring erewoord »
See under CTD Structure, A24_letter
-« Etiquette a I'étranger » or « Etiket buitenland »
See under CTD Structure, A25_foreign label

If the product submitted for authorisation has baethorised in several Member States, click
« ajouter une zone biocide autorisé a I'étrangep (add a “biocide authorized abroad” field). latth

case, fill in the newly created field with the datacerning the authorization given in the other
Member State.
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