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I ntroduction

One of the purposes of the R4BP is to allow industry users of the R4BP to create application
forms to be attached to the applications to be submitted to the relevant competent authorities
of the Member States and to follow the statuses of these different applications after their
submission.

The purpose of this user guide isto explain to industry users the key features of the R4BP.
Further questions should be addressed to:

ENV-R4BP-BIOCIDAL-REGISTER@ec.europa.eu

The R4BP can be accessed at the following address:

https://webgate.ec.europa.eu/env/r4bp/
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Basics steps

To access the RABP you must first register under ECAS, the European Commission
Authentification Service. Thisis the starting point for any data submission to the R4BP.

This process will allow you to define the email address and the password that you will be
requested to provide whenever you will want to access the R4BP.

This email address will also be used for every email that the R4BP will be sending to you.
Once you have registered under ECAS, you can create your account in the R4BP.

On your first visit to the R4BP, you will be asked to provide a number of information to
complete the creation of your R4BP account.

You will then be able to use the R4BP to create application forms to be attached to the
applications to be submitted to the relevant competent authorities of the Member States and to
follow the statuses of these different applications after their submission.

However, before being able to create application forms, you will first need to give the details
of the product for which you want to apply for authorisation.

Go to R4BP homepage
https://webgate.ec.europa.eu/env/r4bp/

Register under ECAS

A\ 4
Create my R4BP account

Create my product

\4

Create my application for afirst
authorisation

Create my application for
mutual recognition
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How toregister under ECAS?

Go to the R4BP homepage, select your language and then click on " Create ECAS account”

First Visit?

Before submitting data to the Community Register for Bioocidal Products (R4BP), you
must open an account in ECAS, the European Commission authentification Service.

his is the starting point for any data submission to the R4BP.

Introduce the requested data to register under ECAS.

This process will allow you to define the email address that you will be requested to provide
whenever you will want to access the R4BP.

You will receive an activation email at the email address you have provided (check your
spambox as well).

Follow the email instructions to complete your ECAS registration.
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How to create your account in the R4ABP?
Prerequisite

Y ou must already be registered under ECAS.
Process

Go to the R4BP homepage, select your language and then click on "Sign in"

Login

aving created your ECAS account, you can sign in to enter or consult yvour data in the
Community Register for Biocidal Products (R4BP).

Check the domain. It should be exter nal.

If not, change the domain by using the link "changeit" at the bottom of the connexion screen.

>> Intracomm > ication Service > Login

Authentication requested by: R4BP

Domain European Commission (*)

Username | Remember my usarname

ECAS password
Warn me each time an application asks ECAS for my identity

A
=
Security notice

[[] View my ECAS account details after lagging me in

Don't vet have an ECAS passwaord?

(*) Is the selected domain correct? If not, pt else your username or e-mail will not be recognised.

’7Forgot your password? : Change Password : Privacy Statement : Contact : Help Vﬂflﬂzﬁ‘“;'g D G l T >

(@2 The European Commission's Authentication Service (ECAS] is managed by DIGIT.A.1.UAA - Version 1.12.0 - Processing: 5 millis=conds
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Authentication Service @ f

>> EUROPA > Authentication Service - Where Are You From?

Please choose your domain

European Economic and Social Commitiee
Exiernal
Translation Centre
ammjttee of the Regions
European COUTT DT ATTmD
Court of Justice of the European Communities
European Parliament
European Commission
Council of the European Union
European GNSS Supervisory Authority

ange it - or else your username or e-mail will not be recognised.

he domsin sslaction page (slternatively you can achisve this by delsting the cookies of your brovaer).

ﬂ v ] DIGIT:;

mThis Website is managed by the European Commission's Informatics DG - Version 1.12.0 - frocessing: & mi

Enter your ECAS user name/password and click on Submit

Y ou are then connected to the R4BP, Click on thelink "Industry user" and complete the
creation of your account.

Once you will have follow the steps indicated above, you will then immediately be able to
start using the system for creating applications.



How to accessthe R4BP?

Prerequisite

Y ou must already have an ECAS username and password.
Process

Go to the R4BP homepage https.//webgate.ec.europa.eu/env/r4bp/

Then select your preferred language and then click on "Sign in"

Login

aving created your ECAS account, you can sign in to enter or consult your data in the
Community Register for Biocidal Products (R4BP).

Check the domain. It should be exter nal.

If not, change the domain by using the link "changeit" at the bottom of the connexion screen.

>> Intracomm > Authentication Service > Login

Authentication requested by: R4BP

w'R4BP

Domain European Ci ission (*)

Username | Remember my username

ECAS password

[] warn me each tim= an spplication asks ECAS for my identity

[] View my ECAS account details after logging me in

Don't yet have an ECAS passwaord?

(%) Is the ssiected domain correct? If not, pt slse your ussrmame or &-mail will rot be recognissd.

’7Fnrgnl your password? ! Change Passwor d i Privacy Statement : Contact : Help m‘!ﬂ“&!“é!‘e D GIT': k]

O, The European Commission's Authentication Service (ECAS) is managed by DIGIT.A.1.UAA - Version 1.12.0 - frocessing: & milliz=conds

Security nofice
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*. European Commission
Authentication Service

>> EUROPA > Authentication Service - Where Are You From?

Please choose your domain

European Economic and Social Committee
External
Translation Centre
ammitiee of the Regions
European COUIT DT Aoy
Court of Justice of the European Communities
European Parliament
European Commission
Council of the European Union
European GNSS Supervisory Authority

WARA
Wil 1D
‘ mThis Website is managed by the European Commission's Informatics DG - Version 1.12.0 - =~

ange it - or else your username or e-mail will not be recognised.

he domain sslaction oacs (sltsmatively you can schisve this by delsting the cookiss of your brovasr).

Enter then your ECAS user name/passwor d and click on Submit
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How to create a product?
The composition of a product must at least contain one active substance.

The active substance can be either selected from the list of substances already included in
Annex | or typed in manually if it is anew active substance not yet included in Annex I.

Composition of a product

All the components should be indicated. If some components have no SO or IUPAC name,
you can simply indicate ' - " in the corresponding field.

Product placed on the market?

The information (whether and where the product is placed on the market) is advisory. This
information could be useful for the Rapporteur Member State should they wish to contact
other Member States, where the product is placed on the market, to discuss a specific issue.

What can | do oncel havecreated a product?
Once you have created a product, you can:

e Delete the product as long as no application referencesit;

e Update the product as long as there is no submitted application referencing it;
e Create an application for the product;

e Delegate access to the product to another industry user;

e Transfer the product to another industry user.
How can | change some of the infor mation relating to my products?

Once an application referencing a product is submitted, the product cannot be modified
anymore.
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How to create an application form for afirst authorisation?

1) Click on “Create application”

| =

2) Select the type of application

PLEASE CHODSE THE TYPE OF YOUR APPLICATION *:
@  Product Authorisation
(") Product Registration

1 Mutual Recognition of Product Authorisation

1 Mutual Recognition of Product Registration

QOO OO

7 Product Provisional Authorization

3) Click on “confirm and continue’

Confirm and continue

The following message will then appear:

Message from web

@=% The system will retrieve all products frem your portfolio te allow you to
W' selectthe one required for your application. De you want to continue?
(it may last some time if you have more than 200 products).

Click on “OK”

10
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4) You will then be invited to:
e selectinyour portfolio of products, the product for which you want to create the
application form*;

e provideinformation on the applicant (a company) and on the applicant representative
(a person);

¢ indicate the name of the receiving Member State;
¢ indicate the product name;

e provideinformation on the future authorisation holder (a company) and the future
authorisation holder representative (a person);

¢ indicate the countries in which mutual recognition of the future authorisation might be
applied for.

To add the information on the product name and on the future authorisation holder and future
authorisation holder representative, click on “Add”

€ Add |

Once you have added information on the product name and on the future authorisation holder
and future authorisation holder representative, make sure that you click on “ Save entry”

H Save entry

If you forget to save the entry, thisinformation will be lost and your application will remain
incompl ete.

If the product is to be placed on the market under different names and/or by different future
authorisation holdersin the receiving Member State, additional entries can be added here if
the receiving Member State accepts that such request can be made through the same
application. Some Member States will however request separate applications to be submitted.

To navigate from one section to another click on “Next step” or “Previous step”.
Next step = < Previous step

All the requested information (with the exception of the information concerning the countries
in which mutual recognition might be applied for) must be submitted before the user can
generate and print the application form to be sent to the receiving Member state.

1 When doing so, the system will ask you for the reference code of the product. This information is however not
essential as it isonly used to filter your list of products and select directly the one you want to apply for. If you
do not indicate a code, the system will display all the products in your portfolio of products and you will then
have to choose the one you want to apply for.

11
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The list of countries in which mutual recognition might be applied for isonly indicative. This
means that you may eventually decide not to apply for mutual recognition in a country
indicated in your list or conversely you may decide to apply for mutual recognition in a
country that is not included in the list.

Be also aware that indicating in thislist that you intend to apply for mutual recognitionin a
given Member State is not an application for mutual recognition. Y ou will need to fill a
specific form for each and every Member State where you will apply for mutual recognition.

5) You can then either click on “Save and quit” if you only want to save your application and
submit it to the R4BP at alater time or directly click on “Submit”, if you directly want to
submit your application to the R4BP.

= SAVE AND QUIT @ susmIr

If you decide to submit your application, you will no longer be able to modify it, nor the
details of the product referenced in it.

If you click on “Submit”, the following message will then appear:

Message from webpage ﬁ

I.-”" % Vou are about to submit your data to the system. This operation can
WY not be revoqued. Do you want to continue?

| ok || cancl

Click on “OK”

The following message will then appear, to confirm that the data have been successfully
submitted to the R4BP.

12



The data have have been been successfully submitted to the system.

Industry reference code: 2010/1570/3266/ N0/ AL
MS reference code: 3665

Please do not forget to print the application form, to sign it and to join it to your application.

Do you wish to print the application form now?

aa;v,'i Yeas, I want to print the application form now. | 0 Na, I will print the application form fater. |

If you wish to print your application form, you will be asked to choose the language in which
the form should be printed.

Select language for the print form

[English_____|E3

Remember that a written version of the application form must be submitted with the rest of
your dossier to the competent authorities in the receiving Member State.

13
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How to create an application form for mutual recognition?
Pre-requisite

Y ou should have, for the product for which you want to apply for mutual recognition, an
application for afirst authorisation in your portfolio of applications.

This application for afirst authorisation can be either in draft or already submitted.

This application for afirst authorisation might be one that you have created yourself or one
that might have been delegated to you by another user, so that you can cross-refer to it when
creating an application for mutual recognition.

Process

1) Click on “Create application”

2) Select the type of application

PLEASE CHOOSE THE TYPE OF YOUR APPLICATION *:

Product Authorisation
Product Registration
@ Mutwal Recognition of Product Authorisation

Mutual Recognition of Product Registration

OO0 O OO

Product Provisional Authorization

3) Click on “confirm and continue’

Confirm and continue

14



The following message will then appear:
Message from webpage ﬁ]

(it may last some time if you have more than 200 products),

| ok || Cancel

—
Click on “OK”

4) Y ou will then be invited to:

e select in your portfolio of products, the product for which you want to create the
application form?;

e select in your portfolio of applications, the applications for afirst authorisation for the
selected product

e provide information on the applicant (a company) and on the applicant representative
(aperson);

¢ indicate the name of the receiving Member State;
¢ indicate the product name;

e provide information on the future authorisation holder (a company) and the future
authorisation holder representative (a person);

All thisinformation must be submitted before the user can generate and print the application
form to be sent to the receiving Member state.

In the case of an application for mutual recognition, one and only one future authorisation
holder and product name can be specified. If the product is to be placed on the market under
different names and/or by different future authorisation holdersin the receiving Member
State, separate application forms will have to be submitted.

AWhen doing so, the system will ask you for the reference code of the product. Thisinformation is however not
essential asit isonly used to filter your list of products and select directly the one you want to apply for. If you
do not indicate a code, the system will display all the products in your portfolio of products and you will then
have to choose the one you want to apply for.

15
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An separate application form for mutual recognition will need to be submitted for each and
every Member State where the product will need to be authorised through mutual recognition
of the first authorisation (to be) granted by the Reference Member State.

Y ou can only apply for the mutual recognition of afirst product authorisation or product
registration. It is thus not possible to use an authorisation granted on the basis of a mutual
recognition procedure to apply for another mutual recognition procedure.

5) You can then either click on “Save and quit” if you only want to save your application and

submit it to the RABP at alater time or directly click on “Submit”, if you directly want to
submit your application to the R4BP.

= SAVE AND QUIT @ suBMIT

If you decide to submit your application, you will no longer be able to modify it, nor the
details the product referenced in it.

If you click on “Submit”, the following message will then appear:

Message from webpage ﬁ

I.-"- -"‘-I You are about to submit your data to the system. This cperation can
' not be revoqued. Do you want to continue?

| ok || Cancel

Click on “OK”

The following message will then appear, to confirm that the data have been successfully
submitted to the R4BP.

16



The data have have been been successfully submitted to the system.

Industry reference code: 2010/1570/3266/ N0/ AL
MS reference code: 3665

Please do not forget to print the application form, to sign it and to join it to your application.

Do you wish to print the application form now?

{g? Yes, I want to print the application form now. | 0 Mo, I will print the application form later.

If you decide to print your application form, you will be asked to choose the language in
which the form should be printed.

Select language for the print form

[English_____|E3

Remember that a written version of the application form must be submitted with the rest of
your dossier to the competent authorities in the receiving Member State.

17
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How to submit an application form?

As explained previously, you can submit your data to the R4BP directly after having created
your application form. Y ou may also decide to create all your application forms before
submitting them to the R4BP, in which case you will need to come back to the R4BP and to
do the following.

1) Go to your list of applications by clicking on “Modify application”

Modify application

2) Click ontheicon * of the application that you want to submit
3) Click on theicon * Submit”

How can | modify some of theinformation relating to my applications?

Once an application has been submitted, this application cannot be modified anymore, unless
its statusis reverted to draft.

To have the status of a‘submitted’ application reverted to draft, you will need to submit a
request to the functional mailbox: ENV-R4BP-BIOCIDAL -REGISTER@ec.europa.eu

How to delete an application?
Prerequisite

The application must be in draft mode.
Process

1) Go to your list of applications by clicking on “Modify application”.

Modify application

2) Click on theicon 9 of the application that you want to delete.

18



How to print an application form?
Prerequisite

The application must have been submitted.
Process

1) Go to your list of applications by clicking on “Modify application”.

2) Click on theicon > of the application that you want to print.

3) Select the language, in which you want the application to be printed.

Select lanquage for the print form

EiE -

» (X]

19
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How to delegate accessto a product?

The user who has created a product can delegate access to it to another user already registered
in the R4BP.

The delegation can be given with full or restricted consultation access.

¢ Restricted access means that the user to whom access is granted will not be able to see
the detailed composition of the product. The user will only be able to see the name and
concentration of the active substance.

e Full access means that the user to whom access is granted will be able to see the
detailed composition of the product. The user will only be able to see the name and
concentration of the active substance and of the other components of the product.

Access to a product can not be further delegated.

The user who has been delegated access to a product will see that the product isincluded in its
list of products.

The user can see either the full composition of the product or only some parts of it depending
on the type of delegation granted (full vs. restricted).

The user can then use that product to create an application for afirst authorisation or for
mutual recognition.

The user can however not edit or modify the details of that product.

Prerequisite

Y ou must have one product that you created yourself in your list of products.

The user to whom you want to delegate access must already have an R4BP account.
Process

1) Go to your list of products by clicking on “Delegate product”.

bilgte prOOCE

2) Select the product(s) for which you want to delegate access and click on “ Delegate

product”.
Dele ﬁte Emductisi

20
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3) Indicate the e-mail address of the user to whom you want to del egate access to the product
and indicate whether you want to give afull or alimited access.

Do not modify the date proposed by default.

The following message will then appear:

4) Click on “Submit”

Message from webpage ﬁ

@-% You asked for submitting the product delegation. Do you want to
¥ continue Yes/no

Click on “OK” if you want to proceed.

21
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How to delegate access to an authorisation?

Prerequisite

Y ou must have one product that you created yourself in your list of products.

Y ou must have one application that you created yourself in your list of applications.

Y ou must have first delegated full or limited access to the product referenced in the
application to which you want to grant access.

The user to whom you want to delegate access must already have an R4BP account.
Process

1) Goto your list of applications by clicking on “Delegate authorization”.

[}elﬁ ate authorization

2) Select the authorisation(s) for which you want to delegate access and click on “Delegate

product”.
DEJEﬁtE aummtionisi

3) Indicate the e-mail address of the user to whom you want to del egate access to the
authorisation(s).

Do not modify the date proposed by default.

4) Click on “Submit”

22
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The following message will then appear:

Message from webpage u

4% You asked for su bmitting the authorization delegation. Do you want to
¥ continue Yes/Mo

Click on “OK” if you want to proceed.

23
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How to transfer of a product

The "Transfer product” facility allows you to move one or several of your product(s) with
associated application(s) to another user already registered in the R4BP.

Y ou have to indicate which product(s) and the e-mail of the person to whom you want to
transfer the product. Thisfacility isused when you do not need a product and associated
application(s) anymore in your portfolio and someone else will become in charge of the
product and your related applications.

Once the transfer is finished you cannot request the reverse operation. Make therefore sure
that you transfer the right product to the right person.

Before using this function you are invited to contact the RABP administrator at the following
address. ENV-R4BP-BIOCIDAL-REGISTER@ec.europa.eu

Prerequisite
Y ou must have at least one product in your portfolio.

The user to whom you want to transfer the product and its related applications must already
have an R4BP account.

Process

1) Go to your list of products by clicking on “Transfer product”.

Transfer Brnd uct

2) A message will aert you that the operation can not be reversed and will invite you to
contact the R4BP administrator before proceeding.

If you have contacted the R4BP administrator, click on “OK” if you want to proceed.

3) Select the product(s) that you want to transfer and click on “Transfer selected”.

3 Transfer selected
.

3) Indicate the e-mail address of the user to whom you want to transfer the product(s).

4) Click on “Submit”

24
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The following message will then appear:

Message from webpage g

@5 This transfer action is IRREVERSIBLE and will move your products and
@ your applications related to this product to the portfolic of
malcolm.fairclough@skynet.be,
Do you confirm?

oK | [ Cancel

Click on “OK” if you want to proceed.

25



o Register for Biocidal Producis

How to create applications formsfor frame formulations?
Preliminary consideration

A frame formulation is agroup of products with limited variationsin their composition, which
do no affect their efficacy and risk profiles. However, it is not the frame formulation, which is
going to be authorised, but the products covered by the frame formulation. Some Member
States might then authorise al the products covered by a frame formulation through one
decision, others might grant separate authorisations for each and every product covered by the
frame formulation.

Y ou will therefore need to create applications for first authorisations or mutual recognition of
the different products covered by the frame formulation.

Process

As, in any event, all Member States want to know the composition of the different products to
be placed on their market, you should therefore first create the different products to be
covered by the frame formulation.

Where frame formul ations potentially covers a high number of products (e.g. more than 10), it
is recognised that it could become arather burdensome exercise. In those cases, you should at
least enter the full composition of one product (the reference product) and for the other
products, only the details of the active substance and of those co-formulants which
composition qualitatively or quantitatively differs from that of the reference product.

In all cases, you should also provide the details of the frame formulation to be established. To
that effect, you should use the form provided hereafter, fill it and send it to the R4BP
administrator to be uploaded in the R4BP, so that it can be easily accessed by al Member
States. The form could also be joined to your application to support the establishment of the
frame formulation.

26



Composition of the frame formulation

NB: Thisinformation is confidential and should not be disclosed to third parties

Active substance(s) Contents
Minimum Maximum
Common IUPAC name CAS EC number | Concentration | Unit* wiw Concentration | Unit wiw minimum Same source asfor Annex |
name® number (%) (%) purity (% w/w) |inclusion
| (-] | ) O yesd no’

Add rows as necessary

Co-formulants Contents
Minimum Maximum
Common name | IUPAC name | Function® CAS EC number Concentratio | Unit wiw Concentratio | Unit wiw Classification Substance of concern
number n (%) n (%)
| E] — — I—B O yes[ no

Add rows as necessary

3 Indicate the common name. Trade names alone are not accepted. For biological products, indicate the scientific name, strain/serovar, as appropriate.

4 Select from pre-defined list (e.g. g/l, g/kg, other). Select from pre-defined list (e.g. g/l, g/kg, other). For biological products, the concentration should state the number of activity units/units of potency (as appropriate)
per defined unit of formulation (e.g. per gramme or per litre).

5 If the source is different, information should be provided on the technical equivalence of the two sources. For further guidance, see note for guidance on the assessment of technical equivalence (CA-May08-Doc.6.7)
available at: http://ec.europa.eu/environment/biocides/index.htm.

6 Select from pre-defined list (e.g.: antioxidant, emetic, dispersing agent, other).
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Frequently asked questions
Why do | have problems when using I nternet Explorer 8

Some of problems are due to the fact that the R4BP does not support Internet Explorer version
8. Insuch cases, try using an earlier version or adifferent browser.

What isthe purpose of “My alerts’?

“My alerts’ isintended to keep you informed of status changes of applications submitted in
the R4BP.

Every time the status of an application changes, the application will be referenced in the list
available under “My alerts’.

The list does however only include applications, which statuses have been updated since your
last visit to the R4BP.

Can the applicant be different from the future authorisation holder?

Y es, the applicant can be any company and the future authorisation holder can be the same
company or any other one.

Do | needtoworry if in my list of applications, the status of some of my applications for
mutual recognition indicates ‘ Clock stopped (missing data requested)’ ?

There is nothing to worry about. It is what appears (after updating of the status of the
application by the Receiving Member States) in the system for all applications for mutual
recognition submitted to Member States in the context of the post-Annex | authorisation
process. As the first authorisation has not been granted yet and until it is granted and
transmitted to the Member States where you have applied for mutual recognition, your
applications for mutual recognition are considered as incomplete. Missing data (i.e. a copy of
the first authorisation) will have to be transmitted to these Member States whithin two months
of obtaining your first authorisation in the first Member State.



You have forgotten your password?

Start on the R4BP homepage and chose your language.
Click on“Sign in” and then on "Forgot your password?"

Authentication requested by: R4BP

i R4BP

Domain European Commission (*)
Username | | [] Remember my usermams
ECAS passwurdl |
[[] w=rn me each tims =n =pplication asks ECAS for my identity
[[] view my ECAS account details after logging me in
Security notice
Don't vet have an ECAS password?

(*) I's the selected domain correct? If not, please change it - or else your usemame or e-mail will not be recognisad.

™ Change Password @ Privacy Statement @ Contact

: Help
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WAC vicns 10 DIGIT:.:
(I The European Commission's Authentication Service (ECAS) is managed by DIGIT.A.LUAA - Version 1.12.0 - frocessine: 7 milliseconds

Introduce the email address that you have provided when first registering under ECAS.
Click on "Request ECAS password"

Check your email account.
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% Register for Biocidal Products

You tried to login to the R4BP and got the message “ Your password has expired?

The system does not automatically propose to renew your password. Y ou need to execute the
change password procedure as explained below.

You click on "Change password" under the login section.

Authentication requested by: RIBP

*&‘RgB?

[ke

Domain European Commission (*)

Username [ J B

ber my username

ECAS password

[] Warn me each time an application asks ECAS for my identity

[ View my ECAS account details after logging me in

Don't vet have an ECAS password?

(*) Is the selected domain correct? If not, plesse change it - or else your username or e-mail will not be recognized.

’VFDr-gotyourpassword'-‘ 5<change Dassword) Privacy Statement : Contact : Help

e S

CﬂThe Eurcpean Commission's Authentication Service (ECAS) is managed by DIGIT.A.1.UAS - Wersion 1.12.0 - Processing

Y ou will need to provide your email addressin the field "Username", your current password
and your new password.

Change ECAS password

Username ncharapi

Cramain External

ECAS password
The new ECAS password

Confirm new ECAS password

Click then on "Submit"to proceed with the password change.

Make also sure that you have selected the right domain.
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