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1 Introdution

The Portal SMUH-ALTER is an online platform for submission of variation applications allowing
applicants to submit applications and view information concerning applications submitted.

This portal allows applicants to fill in their application request based on information available on
Infarmed’s database, which ultimately allows for easier filling process, validation and conclusion of
the variations procedures (namely in what concerns updates to the information in the database
resulting from approval of the application).

The portal exists since September 2005, however it was only possible to submit type | variation
applications by national procedure.

The national implementation of Regulation (CE) nr. 1234/2008, from 24 November 2008, as amended
by Regulation (EU) n.2 712/2012, from 3 August 2012, required the update of the existing portal, not
only in what concerns the national implementation of the Regulation, but also, to allow submission
of all types of variation application submitted to Infarmed.

Therefore, from 5th of August 2013 all variation applications (IA, IAy, 1B, I, grouping and
worksharing) by national or mutual recognition procedure should be submitted in the online portal.

In addition the new version of SMUH-ALTER has been integrated with the Financial Management
System of Infarmed, namely with Infarmed’s payment gateway, which allows handling the payment
of applicable fees within the submission portal.

All payments will be performed after submission of the variation application. Infarmed will validate
the payment form associated with each submission and issue a ATM reference for payment.

For payments made from abroad, applicants must contact Infarmed’s Human, Financial and Property
Resources Department, in order to receive instructions for an alternative method for payment.

In addition, the new version of the Portal will continue to allow applicants to access information
concerning type | variation applications submitted by national procedure (according to the previous
legal framework), and actions related to these applications to be carried out, such as correcting
application forms and/or sending responses to information requests, so that variation applications
submitted in the previous version of the portal continue to be managed within the platform.
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2 SMUH ALTER - External portal

2.1 FIRST STEPS

The following minimum requirements for use of the SMUH-ALTER portal are applicable:
e Hardware: at least 1 Gb of RAM memory is advised
e Software (mandatory): browser Internet Explorer 8.0 and higher in compatibility mode
e An Internet connection speed of at least 7.2 Mb/s

2.1.1 Entering the Portal

Access to the External Portal is made using the link available in Infarmed’s website:
https://app.infarmed.pt/smuh_alter/frmlogin.aspx

The link opens the login page of the portal, where the appropriate credentials should be inserted by
MAHs.

2.2 USING THE PORTAL

2.2.1 Login Screen

This screen allows applicants to access the portal for submitting variations to the terms of the MA.
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2.2.1.1 Layout

User I
Password I Login

(PT)2013/08/05: Atualizacdo da plataforma SMUH-ALTER e Implementacdo do Requlamento (CE)n.® 1234/2008 ao procedimento Nacional

|»

A partir de 5 de agosto de 2013, todos o8 tipos de pedidos de alteragdc (Tipo IA, IAIN, IB e II, agrupamentos de
alteracdo e worksharing), por procedimento nacional ou de reconhecimento mituo/descentralizado, devem ser submetidos na
plataforma Sistema de Gestdo de Medicamentos de Usc Humano - Rlteragdes (SMUH-ALIER).

C pagamento de taxas apliciveis acs pedidos de alteragdc estard integrado na plataforma SMUH-ALTER e passard a ser
efetuado através de referéncia Multibanco emitida pelo INFARMED, I.E.

0 Infarmed recomenda & consulta de todos o3 documentos relevantes, entre o3 quais o Manual de Utilizador da plataforma,
disponiveis na pagina eletrénica do Infarmed (www.infarmed.pt )nas Areas Medicamentos Use Humano> Rutorizagfo de
Introdugéoc no Mercado» Alterages aos Termos de AIM / Tranaferéncia de Titular> Rlteragdes e Submissdo eletrbnica de
alteracdes.

Adicionalmente, informamos gue o Infarmed disponibiliza os seguintes contactos para esclarscimento de dividas =/ocu
questies:

- UtilizacBo da plataforma SMUH-ALTER:

Centro de Informacdo do Medicamento e dos Produtos de Satdde (CIMI) - telefone: 21 798 7373
Mariana Coelho (DAM/UMM) - telefone: 21 798 7304
Nuno Arriagas (DAM/UMM) - telefone: 21 798 5371 ;I

V'

This application only works with Internet Explorer v8, or inupper versions using compatibility mode.

2.2.1.2 Areas e Funcionalidades

In this screen applicants have to insert their credentials (user/password) for access to the platform.
The user is assigned by Infarmed to each marketing authorisation holder with the format gpon0000.
After pressing the login button, and if the user/password are correct, the user is taken to the initial
screen of the platform.

For more information on how to request user/password to the portal please refer to the information
available in Infarmed’s website in the area Medicamentos Uso Humano> Autorizacdo de Introducdo
no Mercado> Alteracdes aos Termos de AIM / Transferéncia de Titular> Submissdo eletrénica de

alteracdes.

Please note that since 4th of June of 2013 the request for user and password should be submitted in
the Online Registration of Users of the Electronic System for the Management of Medicinal Products
of Human Use (SMUH).

Each session in the SMUH-ALTER will expire after 40 minutes of inactivity in the platform.

The Login screen include also the What’s New area, which highlights information that can be relevant
for the user.
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2.2.1.3 Areas and Features

2.2.2 |Initial Screen

This is the first screen of SMUH ALTER, where the applicant can search information related to the
medicinal product (Summary of Product Characteristics, Patient Information Leaflet and Public
Assessment Report, if available); change the password; view alerts; create and submit variation
procedures to existing MAs; view payment forms; search and view previously created variation

procedures.

2.2.2.1 Layout

User gpen
Marketing authorisation holder: Lat

Wiew Documents (SmPC & PILY

- Indistria Farmacéutica 5.4,

Change Password

Alertsi15 new)

Logout

Create Mew Application

WARIATION APPLICATIONS

Hame of the medicinal product

Submission Date

Frocedure Humber

MRPJ/Hational variation number

Variation

Procedure Status

Fee Status

Payment Form

Ready to Submit

Clear
Search)

Acetilcisteina

Effervescent
tablet- 600 mg

2013-07-24

AG.b. - 1A - Administrative changes. Change in
the name andfor address of a

manufacturenimportar of tha finished product
(including bateh release or quality control
testing sites). The activities formhich the

Ready to
Submit

p
include batch release.

is i do not

Details

Delete
Record

= Previous Page Newt Page =

‘ Add to submission list

-l
List of Applications to submit
Frocedurs Humber
| I |
Create Froposal of payment form & Submit [ clearlist |
2.2.2.2 Areas and Features
Applicant’s Area
User: gpen Change Password Logout

Marketing authorisation helder: Lab
Wiew Documents (SmPC & PIL

- Induistria Farmacéutica, 5.4,

Alerts (15 ne;
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The area includes:

e information on the marketing authorisation holder’s user name and official company name

e a link to view the SmPC and PIL last published by Infarmed for each medicinal product
belonging to the holder (please refer to section SmPC and PIL Documents Screen for more
information on this feature).

e alink to change the password to enter the portal (please refer to section Change Password
Screen for more information on this feature).

e Alink to exit the portal (“Logout”)

Area for Creation of Variation Procedure

Create Hew Application

This area includes the button to access the Variation Application Screen, where the applicant can
create a new variation procedure.

Search Area

VARLATION APPLICATIONS

Hame of the medicinal product Submission Date Procedure Humber MRF/Mational variation number
| Clear
Search
Variation Frocedure Status Fee Status Fayment Form
[
| Ready to Submit =] [ =

This area allows variation applications entered in the platform to be searched, whether in the status
of being filled in, submitted/under evaluation or completed.

The following search criteria are available:
e Name of the medicinal product
e Submission date
e Procedure Number
e MRP/National variation Number
e Variation
e Procedure Status
e Fee Status
e Payment Form

To perform a search using any of the criteria shown above, or using various criteria simultaneously,
the user should:
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e enter the value or part of the value to be searched, in the case of free text fields, or using the
% character in accordance with the rules below:
X or X%: returns all results beginning with X
%X: returns all results containing X
This search does not take into account whether the name of the medicinal product to
be searched is in uppercase/lowercase letters;
e select from the list the value to be searched, in the remaining fields, and

Press the |M”| button to start the search.

The _ Clear |

Type | variation applications submitted in the portal before 05 August 2013 can still be searched in
this screen. However, the new search criteria (“Procedure number”, “MRP/National variation
number”, “Fee status” and “Payment form”) can only be used to search variation applications
submitted after 05 August 2013.

|button clears all search criteria entered.

To perform a search by “Name of the medicinal product”, “Procedure Number”, “MRP/National
Variation number” or “Payment form”, fill in the respective search fields with the value to be

Search
searched (in accordance with the above rules), and press the button.

To perform a search by “Submission date”, select the date to be searched using the calendar

Submission Date

. . T E— Search
available in the field - .. Press the button to start the search.

field =

Page 9 of 62
Version 2, Auqust 2013



External User Manual

The type of variation should be selected from the field “Variation type”, and the description of the
variation to be searched should be entered in the free text field “Variation”.

2] ¥ariations - Dialogo de pagina Web

Vanation Wariation Type

S-Alteracdo do procedimento analitico relativo de uma substéncia activa ou de um material de
basel produtos intermédiofreagente utilizado no processa de fabrico da substancia activa

15- tagdo de umn cedificado de co le da Farmacopeia Europeia novo ou

actualizado relativo a uma substancia activa ou a um material de baselreagente/produto
intermédio utilizado no processo de fabrico da substancia activa

17-Alteraran e =

Type | variations (corresponding to variation applications submitted according to the previous legal
framework) are available for selection, so that variation applications submitted before 05 August
2013 can be seen.

Variations submitted after 05 August 2013 can be searched after selecting types IA, 1A\, IB or Il, as
applicable.

/=] ¥ariations - Didlogo de pagina Web

Variation Variation Type

03-Alteragdo do nome da substancia activa

05-Alteragdo do nome efou da morada do fabricante do produto acabado

07-Substituigéo ou adigéo de um local de fabrico em relagéo a uma parte au 3 totalidade do
processo de fabrico do produte acabado

09-Supressén de um local de fabrico (incluindo locais de fabrico de substancias activas, de
produtos intermédios ou acabados, locais acondicionamenta, instalagdes do fabricante
responsavel pela libertagdo dos lotes, locais realizagdo do controlo dos lotes!

11-Alteragdo da dimenséo dos lotes da substdncia activa ou do produta intermédia

To perform a search in the “Variation” field the rules outlined above should be followed (i.e. X or X%:
returns all results beginning with X; %X: returns all results containing X); after entering the value to
be searched, press the “Search” button, and select the desired variation from the list.
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Once selected, the variation type is automatically entered in the “Variation” field. Press the E==i
button to search for applications containing the chosen variation.

To perform a search by “Procedure Status”, select the desired status from the list available in this

[Fry =l

field

Search
Press the button to start the search.

By default, the selected status is “Any”, which returns all results regardless of the status of the
application.
The following selection options are available:

» Filling in progress: an application being created (not yet submitted), for which the data have
not yet been validated, and cannot therefore be added to the list of applications to be
submitted;

» Ready to submit: an application being created (not yet submitted), for which data have been
validated, and can therefore be added to the list of applications to be submitted;

» Submitted: after the application has been submitted by the applicant;

» Awaits new entity: after submission by the applicant, when the variation application
includes the addition of an entity which does not yet exist in Infarmed's database (NOTE: this
status is not applicable to variation procedures submitted after 05-08-2013);

» Awaits new substance: after submission by the applicant, when the variation application
includes the addition of a substance/component which does not yet exist in Infarmed's
database (NOTE: this status is not applicable to variation procedures submitted after 05-08-
2013);

» Ongoing: after the application has been assigned to an Infarmed manager (NOTE: it does not
mean that the evaluation procedure has been formally started);

» Under Correction: when the process manager authorises (in back office) the applicant to
correct the application form;

» Suspended due to missing fee: when, after the ATM payment reference has been issued, the
payment is overdue and has not been confirmed or reconciliated by the payment gateway;

» Concluded: after the variation procedure has been closed d by Infarmed;
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» Refused: after the application has been refused by Infarmed (NOTE: this status is not
applicable to variation procedures submitted after 05-08-2013);

» Withdrawal Requested: after a request has been filed to cancel the variation application (the
request for cancellation may refer to all or part of the variations in case of grouped
application).

To perform a search by “Fee status”, select the desired status from the list in the field

Fou $tatm

Press the == button to start the search.
By default the selected status is “Any”, which returns all results regardless of the status of the fee.

The following options are available:

> Awaits Validation/Payment details: after submission of the application and before
validation of the proposed payment form by Infarmed;

» Awaits payment: after validation of the proposed payment form and issuing of the reference
by Infarmed, and before payment reconciliation;

» Payment of fee valid: after payment reconciliation (NOTE: in case of applications exempted
from payment of fees, i.e. the payment form validated by Infarmed indicates total cost of
0,00¢€, the status of the procedure will be changed immediately to Payment of fee valid);

» Missing payment of fee: after exceeding the payment period without payment
reconciliation.

Search Result Area

the name and/or address of 2
manutacturerimporter of the finished product || it
2013-07-24 [(including bateh release or quality contral e Details R
testing sites). The activities for which the R

Acetilcisteina

Effervescent

il aselel ) manufacturerfimporter is responsible do not

include bateh release.

| = Previous Page Next Fage »

This area is filled in after pressing the E== button in the Search Area, and lists the variation
application involving the applicant’s medicinal products, based on the search criteria chosen in the
Search Criteria area. In this area, only the shared fields within each variation application will be
completed.

It is possible to sort the list of results according to the values of one column by pressing the link
available in the top line of the list.

Its is also possible to navigate in the several results pages, pressing the links <Previous Page Next
Page>, which are available when the list includes more that one page of results.

Each page of the list will display 20 results.
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It is comprised of the following columns:

Procedure Number: this field shows the procedure number entered in the variation
procedure, and allows the Variation Application Screen to be opened. This field is filled in
with the value “Open” if it concerns a variation application submitted before 05 August 2013.
MRP/National Variation Number: this field shows the individual procedure number entered
in the variation procedure.

Medicinal Product: this field shows the name of the medicinal product (including reference
to the name, pharmaceutical form, strength and if necessary, the registration numbers
assigned to each package size/presentation).

Submission Date: this field shows the date on which the application was submitted (or its
creation date, in the case of an application not yet submitted).

Variation: this field shows the variation type and category entered in the variation
application.

Procedure Status: this field shows the status of the application.

Individual Variation Outcome: this field shows the outcome of each individual variation
included in the application submitted, if applicable.

Fee Status: this field shows the status of the payment form, if any.

Payment Form: this field shows the number of the payment form associated with each
application, if any, and allows the Payment Form Display Screen to be opened.

View Details: this field allows the Variation Application Detail Screen to be opened.
Supplementary information (RSI): this field provides access to the Information Request
Screen, when defined internally by the procedure manager.

Request Withdrawal: this field allows variation applications to be completely or partially
cancelled (in case of grouping applications).

Delete record: this field allows variation application records under “Filling in progress” or
“Ready to submit” to be deleted.
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It should be noted that:

e The fields MRP/National variation number, Medicinal Product, Variation and Individual

variation outcome, will only be filled if they are common to all the single combinations
medicine/variation included in the application.

e For applications submitted before 05-08-2013, the fields MRP/National variation number,
Fee Status, Payment Form e View Details are not fulfilled.

Area for List of Variation Applications to be submitted

List of Applications to submit

[
! Details
| [ [ |

Create Proposal of payment form & Submit Clear List |

This area shows variation applications to be submitted for evaluation.
To submit one or more variation applications, the following steps should be taken:

1. Select the variation applications to be submitted from the search result area. Only variation

applications with the status “Ready to Submit” (whose filling in is considered complete, after
validation of the electronic form) can be chosen.

1.2.Press the | Aesmsnis | byton to add the variation procedures to the submission list This* Eﬁr;r;‘;g%as Marcas e
list is comprised of the following fields:

i. Procedure Number: this field shows the procedure number entered in the
variation procedure.

£ii. View Details: this field allows the applicant to open the Variation Application+ - {FormatafdaS: Marcas e
Detail Screen numeragéo

&iii. _Remove: this field allows the procedure to be deleted from the submission
list.

3 p th [ Create Proposal of payment form & Submit
. ress e

I button to open, the
Proposed Payment Form and Submission of Variation Procedure Screen.To clear the

o]

submission list, Press the button.

Please note that it is strongly recommended to submit only one application procedure per proposal

of payment form, in order to simplify the management of the application and the corresponding
applicable fee.
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2.2.3 SmPC and PIL Documents Screen

Yiew Documents (SmPC & PIL)

This screen is accessed via the link

available in the initial screen, and

shows documents related to the medicinal product (Summary of Product Characteristics, Patient
Information Leaflet and Public Assessment Report, if available) for medicinal products belonging to

the applicant who logged in.

2.2.3.1 Layout

MEDICINAL PRODUCTS
Medicinal Product
A - Cream - 1 mg/g

A Cutaneous emulsion - 1 mgfg

A - Medicated plaster - 8 mg (5 1.5

A - Effervescent tablet - 2081.8 mg

A - Tablet - 100 mg

A Tablet - 500 mg

- Gastro-resistant tablet - 100

A
mg

: 500 mg Granulado - Granules - 500 mg
Ba - Film-coated tablet - 400 mg
Ba - Cream - 0.4 mg/g + 10 ma/g

Be __- Film-coated tablet - Associacdo

B~ - Film-coated tablet - 300 mg
I —

Summary of product characteristics (SmPC)

DOCUMENTS

Document Type
|=E information leaflet (PIL

2.2.3.2 Areas and Features

In order to streamline the process for update and publication of SmPC and PIL in Infomed resulting
from variation applications and renewal applications should be supported in documents downloaded
from this screen. This applies to variation application and renewal applications submitted by national

and MR/DC procedures.

When submitting variation applications (and even renewal application) impacting the product
information, the national versions of the Summary of Product Characteristics (SmPC) and Patient
Information Leaflet (PIL) proposed should be created based on the versions available in this screen.
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The versions available in this screen are the latest versions available in Infomed, and may not be the
last ones approved.

If no SmPC and PIL versions are available in Infomed, the blank documents in the screen should be
downloaded, and all of the text should be entered, as described below.

The documents available in the screen can be taken out as follows:
1. Select the desired medicinal product in “Medicinal Product”;
2. Select the desired document in “Document Type” (Summary of product characteristics [SmPC]
or Package Information Leaflet [PIL]) and wait for the file transfer;
3. The document may be displayed in one of two ways:
a) Last SmPC or PIL published by Infarmed (may not correspond to the last one approved);
b) Blank, if never published in INFOMED.

Once the download is finished, a Word document is produced where all desired changes can be
entered.

The Word document is protected against unrecorded changes. Any change made is automatically
recorded and highlighted, and may not be approved or rejected, except by the text publication
program in Infomed.

In this way, the SmPC online publication program will recognise the document’s origin, so that any
document not originating from this program will not be accepted.

The proposed amended texts, created from the versions available in the screen, should be included
in the variation application as support documents. Labelling texts are not published in Infomed, and
therefore cannot be uploaded from this screen. They should however be submitted with the
variation application if the change impacts also labelling texts.

Note:

For variation applications submitted by mutual recognition procedure, where the latest approved
produt information for the medicinal product(s) are not available in Infomed, it is acceptable to
submit national versions not uploaded from this screen, in order to avoid delaying the submission of
the applications during the portal first months of use.
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2.2.4 Alert Screen

. . . i 1 . , -
This screen can be accessed via the link M in the Applicant’s Area of the Initial Screen. It
shows alerts sent in relation to payment forms.

The link to access the screen shows whether there are unread applicant alerts (once the details of an
alert have been viewed, it is considered as read).

2.2.4.1 Layout

2] Alerts - Didlogo de pagina Web X

24-07-2013 15:51:48 01 - Reference for payment of fee issued

1907-2013 11:38:25 81 - Reference for payrment of fee issued

18072013 15:55:20 |53 . Reference for payment of fee issued

1234

Dear Anplicant
The payment form 101 has been validated /corected by INFARMED, |.P.

Please find below the details far payment of the fee applicable to your submission

Amount (€) 1314 56

Payment by ATM Reference

Reference Entity: 21424 Reference: 000 075 654
Awailable from 2907-2013 to 07-08-2013

In case of payment made from abroad, please contact the Hurnan, Financial and

Property Resources Department by email tesouraria@infarmed. ot
Far further information please refer to the user's manual available at www. infarmed. pt

Bk
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2.2.4.2 Areas and Features

This screen is comprised of two areas: the first shows the list of alerts sent to the applicant, and the
second shows the detail of the alert selected in the first area.

This list of alerts is comprised of the following fields:
0 Date: date on which the alert was issued to the applicant;
0 Alert: contains information on the subject of the alert and ID of the corresponding
payment form.

Alerts may be sorted by date or subject by pressing the links available in the columns “Date” and
“Alert”, respectively. Also, sorting the list by “Alert” will list the alerts by number of payment form
which facilitates the identification of all alerts issued for a single payment form.

After clicking on the link, the “Date” field or the “Alert” field, the alert will be highlighted in yellow
and the description of the alert will be shown in the the “Details” field.

For each alert, an email with the same information as the alert is also sent, to the email address
given by the applicant at the time of submitting the payment form proposal in the Proposed Payment
Form and Submission of Variation Procedure Screen.

Alerts will be displayed/sent by email in the following situations:

o Alert “Reference for payment of fee issued”: it will be received by the applicant after
validation of the payment form (or correction of the payment form resulting in additional fee
required) by Infarmed. This alert includes information regarding the fee to be paid and the
period for payment. Further to receipt of this alert, the “Fee status” of all applications
included in the payment form will be changed to Awaits payment.

o Alert “Payment form and payment details cancelled”: it will be received by the applicant
after annulment of the payment form previously validated (and corresponding reference for
payment issued). This alert will inform the applicant that payment should not be performed
based on the reference previously issued, and that it is necessary to wait for new details for
payment to be issued. After receipt of this alert the “Fee Status” of all applications included
in the payment form will be changed back to Awaits Validation/Payment details.

o Alert “Expiration of the deadline for payment”: it will be received by the applicant after
expiration of the period for payment, without payment being performed or without payment
reconciliation by the payment gateway. After receipt of this alert the “Fee Status” of all
applications included in the payment form will be changed to Missing payment of fee, and
the “Procedure Status” of all applications included in the payment form will be changed to
Suspended due to missing fee. In order to proceed with the required payment of fee (and
revert these statuses), the applicant must request Infarmed to issue new details for payment
(namely new reference for payment and corresponding period for payment).
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2.2.5

Alert “Refund of fee incorrectly paid in progress”: it will be received by the applicant after
correction of the payment form by Infarmed, when the total fee referred in the amended
payment form is lower than the fee already paid. This alert will inform the applicant that
Infarmed has corrected the payment form previously validated and that a refund of fee is
being processed.

Alert “Refund of fee incorrectly paid concluded”: it will be received by the applicant after
confirmation of conclusion of the processing of refund of the fee by the payment gateway.
This alert includes information regarding the amount refunded and also the date/time of
conclusion of the refund process.

Change Password Screen

Change Password

This screen is accessed via the link =12182 FASSWATG]; 4o Applicant’s Area of the Initial Screen, and
allows the applicant to change the password for accessing the SMUH ALTER portal.

The same credentials (user/password) are used to access the following portals:

SMUH-AIM for pre-submission of Marketing Authorisation applications, including the portal
for information on the status of MA applications (national procedure only).

SMUH-ALTER for submission of variations to existing Marketing Authorisations.

Application for confirmation/update of flow chart of a medicinal product.

Information on the status of reimbursement application.

As such, if the password is changed in SMUH-ALTER, it is also changed in the other platforms.
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2.2.5.1 Layout

a Altera PWD - Dialogo de pagina Web E
Old Password

|
New Password |
New Password (confirm) |

Change Password

2.2.5.2 Areas and Features

The current password must be entered in the “Old password” field, and the new one must be
entered in the “New password” and “New password (confirm)” fields.

After pressing the button Change Password 3 message for confirmation of change of passowrd
will be viewed.

2.2.6 Variation Procedure Withdrawal Screen

Request
This screen is accessed via the link Mithdrawal in the search results area of the Initial screen, and
allows the applicant to request the total or partial withdrawal of the variation application.

Once the withdrawal request has been submitted, the application status is changed to “Withdrawal
Requested”.
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2.2.6.1 Layout

Zﬁ'Request Withdrawal - Windows Internet Explorer provided by INFARMED, LP.

REQUIRED DOCUMENTS
| DOCUMENT
[Withdrawral letter
ATTACHED DOCUMENTS
Delete Femove Selection | Attach new Documnentttach Document previously attached
Submit Request |

2.2.6.2 Areas and Features

The applicant should attach a document requesting withdrawal of the variation procedure
(“Withdrawal Letter”). In the case of variation groupings, the application should indicate the
variations to be withdrawn, together with the reason for doing so.

Documents can be attached as follows:

. Attach new Document

, Where a document existing in the applicant's computer can be searched for
and attached. The type of document to be attached should be selected in the “Document type” field,
and search for using the “Search/Browse” button in the “File” field. The document will only be
attached after clicking on “OK”.

The link “Cancel” closes the “Attach new document” area.

/= Request withdrawal - Windows Internet Explorer provided by INFARMED, LP.

REQUIRED DOCUMENTS
[ DOCUMENT
|W1thdrawal letter
ATTACHED DOCUMENTS
Document Type File
I |: | Procurar.
Delete  Eemowe Zelection | OE Cancel

Submit Reguest I
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ol Attach Document previoushy attached |

: where a document previously submitted to Infarmed by the
applicant in question can be searched for and attached via the platform. Available search criteria
include “Document type” (for the type of document) and “File Name” (for the name of the file
previously submitted to Infarmed via the platform). Upon pressing the “Search” button, the
document to be attached is selected by clicking on the desired document in the search result.

The “Cancel” link closes the “Attach Document previously attached” area.

L O e o o 8 S s PR

fRequest Withdrawal - Windows Internet Explorer provided by INFARMED, 1.P.

REQUIRED DOCUMENTS
[ DOCUMENT
[Withdrawel letter

ATTACHED DOCUMENTS

Document Type Filename
| |
Cancel
Delete Remove Selection | Aftach new DocumentAttach Document previously attached
Submit Request

2.2.7 Screen for submission of responses to Information Request (without association of events)

This screen is accessed via the link - in the search results area of the initial screen in the
column “Supplementary information (RSI)”, and allows supplementary information to be submitted
(e.g. responses to information request) in variation applications submitted by mutual recognition
procedures (particularly variation applications where Portugal is Concerned Member State). Access
to this screen requires permission from the procedure manager in Backoffice. It allows the applicant
to attach documents to the application (“Supplementary information” type).

If the applicant has already entered documents of this type for the variation application for which
this screen was opened, these will be listed and displayed.

Page 22 of 62
Version 2, Auqust 2013



External User Manual

2.2.7.1 Layout

QC‘_'SuppIementary information (RSI) - Windows Internet Explorer provided by INFARMED, LP.

ATTACHED DOCUMENTS

Open Resposta-pedido-elermentos. doc

Attach Wew Document Attach Doc previously attached

Close |

2.2.7.2 Layout - Attach New Document

'I,"Supplementary information (RSI) - Windows Internet Explorer provided by INFARMED, I.P.

ATTACHED DOCUMENTS

Resposta-pedido-elementos. doc

‘9
jasl
=

File Mame

Frocurar... |
OE Cancel

Close |

2.2.7.3 Layout — Attach Doc Previously Attached

= supplementary information {RSI) - Windows Internet Explorer provided by INFARMED, L.P.

ATTACHED DOCUMENTS

File Name

Open Resposta-pedido-elementos. doc

File Mame

Search |

Download 20130717 _t it

Cancel

Attach Mew Document Attach Doc previously attached

Close
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2.2.7.4 Areas and Features

To attach a document, the applicant should click on the link Attach New Document’ which gives
access to the document attachment area (see proposed layout — Attach new Document), where the
applicant can select a document existing in his/her computer.

In this screen, the applicant also has access to documents attached in previous procedures. Only
documents of the “Supplementary information” type will be listed.

Attach Doc previously attached

This feature is accessed via the link , Where the applicant can search
for a document previously attached and add it to the list of attached documents by clicking on the

file name.

2.2.8 Screen for submission of responses to Information Request (with association of events)

This screen is accessed via the link - in the search results area of the Initial screen in the

Supplementary
'"fmma"u" ‘RSI} and allows the submission of responses to information requests from

Infarmed involving national variation applications or mutually recognised applications where
Portugal follows the European procedure. Access to this screen requires permission from the
procedure manager in BackOffice.
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2.2.8.1 Layout

ATTACHED DOCUMENTS !

File Name

18845 html

Delete [ ipg

Attach New Document Attach Doc previously attached

Events
Date of the Quality RSl from 2013-04-05 |
Documents
Response to RSI
Docoment
Observations
Date of the Quality RSI from 2013-04-05
Add

|

2.2.8.2 Areas and Features

The applicant should attach the document to be submitted in response to the information request
from Infarmed to the list of documents attached in the “Attached documents” area. This should be

done via the links Attach New Document orAttach Doc previously attached “in a similar manner

as described before.

The response is not formally submitted to Infarmed until the attached document is associated with
the respective event (indicated in the “Event” field of the “Response to RSI” area) and the “Add”
button is subsequently pressed.
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Possible events are:
e “Date of the Validation RSI from dd-mm-yyyy”.
e “Date of the Quality RSI from dd-mm-yyyy”.
e “Date of the Clinical RSI from dd-mm-yyyy”.
e “Date of the Clinical (BABE)/Non clinical RSI from dd-mm-yyyy”.

After the response document has been associated with the applicable events, the applicant should
check if the events listed below have been created, confirming the submission of the response:

e “Date of submission of response to Validation RSI from dd-mm-yyyy”.

e “Date of submission of response to Quality RSI from dd-mm-yyyy”.

e “Date of submission of response to Date of the Clinical RSI from dd-mm-yyyy”.

e “Date of submission of response to Clinical (BABE)/Non clinical RSI from dd-mm-yyyy”.

When different information requests exist, the applicant should attach a single response document

in regard to all responses to information requests, and associate it individually with all applicable
information request events.

2.2.9 Variation Application Detail Screen

Details

This screen was created within this project, and can be accessed via the link in the search
result area of the startup screen. It allows the applicant to view detailed information on the variation
application. In this way, for variation applications with multiple records, the line-by-line detail of the

variation/medicinal product can be seen in this screen.
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2.2.9.1 Layout

(__;'frmDeI:alhesGrupn - Windows Internet Explorer provided by INFARMED, 1.P. H=] T

Application Details

et Individual
MRP/National - . o
L Medicinal Product Variation variation
variation numher

outcome
- Effervescent |AG. - IA - Administrative
tablet - 500 myg + 50 |changes. Change in ATC
my Code / ATC et Code.

Close |

2.2.9.2 Areas and Features

This screen is comprised of the following fields:
0 Variation ID: corresponding to the individual identification number of each variation
record in the Infarmed’s database.
O MRP / National variation number: corresponding to the individual procedure
number.
0 Medicinal Product: corresponding to the name of the medicinal product.
Variation: corresponding to the variation category.
0 Individual variation outcome: corresponding to the outcome of the evaluation
applicable to each variation record.

o

he

button allows the applicant to close the screen and return to the Initial screen.

2.2.10 Payment Form Display Screen

This screen can be accessed via the link in the column IEEE=2=aal of the search result area in the
Initial screen, and displays the payment form.
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2.2.10.1 Layout

windows Internet Explorer provided by INFARMED, LP.

{ZPayment Form De!

Payment Form Details

Fiscal ldentification number : 507

MName : Lab - Inddstra Farmacéutica, 5.4,
Contact Person Name : 2

Telephone : 21

Email :

View Previr ¥ of the

payment form : Wersion n®1 (25-07-2013)

Payment form ID :
Date :
Status of the payment of fee :

123
28-07-2013
Awwaits Walidation fPayment details

Period for payment :

ATM Reference Payment :
(In case of payment mads from abroad, please contact the Human, Financial and Property Resources Dapartament by email
tesouraria@infarmed. pt]

Total Cost : 1065.048

Unitary Cost | Quantity Total

797,046 1 | 797,84

Total Cost: 1069,04

Description of applicable fee
Portaria 377/2005 5.8) i) For each type | variation, including one strength and one pharmaceutical form

~

Variation | Procedure

D Number Fee Description

Medicinal Product Mariation

Portaria 377/2005 5.3} i) For each type | variation, including one
strength and one pharmaceutical form - 797.94€

- Effervescent tablet- 500 A6 - 1A- Administrative changes. Change in

ATC Code [ ATC Vet Code.

g + 50 my

S

2.2.10.2 Areas and Features

Applicant Information Area

507
Lab

Fiscal Identification number :

Mame : - Indiistria Farmacéutica, 5.4,

This area contains information on the applicant who submitted the variation application(s)
associated with the payment form.

Contact Information Area

Contact Person Name :
Telephone :
Email =

EEE)
aaa
aaa@infarmed.pt

This area contains information on the contact person indicated by the applicant in the proposed
payment form associated with the variation application(s) listed in the form.

Previous Version Area

View Previous Versions of the

payment form :

|Ver5|on n® 1 {04-05-2013)
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This area allows the applicant to view prior versions of the payment form, if any.
To view a previous version, the applicant should open the list of versions in the
Versian n° 1(04-05-2013) ~| field and select the desired version.

New versions of payment forms are generated under the following circumstances:
e When Infarmed’s process managers make corrections to the payment form in BackOffice;
e When Infarmed’s process managers cancel a payment form in BackOffice.

Payment Form Information Area

Payment form ID : 123

Date : 25-07-2013

Status of the payment of fee :  Lwaits Validation /Payment details

Period for payment :

ATM Reference Payment :
{In case of payment made from abroad, please contact the Human, Financial and Property Resources Departament by email
tesouraria@infarmed, pt)

Total Cost : 069,048

This area has information on the version of the payment form being displayed, and is comprised of
the following fields:
e Payment form ID: ID number of the payment form in the Infarmed’s database;
e Date: creation date of the version being displayed;
e Status of the payment of fee: status of payment form. For previous versions, this field shows
the status of the payment form when the new version was created;
e Period for Payment: the time period during which the applicant can pay for the amount
shown in the “Total Cost” field;
e ATM Reference Payment: Multibanco reference generated by Infarmed for the payment of
the amount shown in the “Total Cost” field. This will be comprised of information on the
“Entity” and “Reference”.

The following information, intended exclusively for applicants making payments from abroad, is
also included: “In case of payment made from abroad, please contact the Human, Financial and
Property Resources Department by email at tesouraria@infarmed.pt”.
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e Total Cost: amount of the version being seen.

Items Area

Description of applicable fee Unitary Cost | Quantity Total

Portaria 377/2005 5 &) i) For each type [variation, including one strength and one pharmaceutical form ?9?,94€ 747 94€

Total Cost: 1069,04€

This area shows information on the items of selected applicable fees, grouped by item and with
reference to the unit cost and total per type of item. The total fee applicable to the application,
corresponding to the sum of all items in the payment form, can also be viewed.

Variations Area

Variation Procedure

Medicinal Product Variation Fee Description
Number

- Effervescenttablet- 500 AB.- 1A- Administrative changes. Change in  Partaria 37772005 5.2 i) For each type | variation, including one

mi + 50 mg ATC Code [ ATC Vet Code strength and one pharmaceutical form - 797 94€

This area will shows the details of the medicinal products/variations included in the variation
application(s) associated with the payment form. The following fields are displayed in this list:
e Variation ID: corresponding to the internal identification number of the variation record in
the Infarmed’s database;
e “Procedure Number”: corresponding to the the procedure number entered for each
variation application;
e “Medicinal Product”: corresponding to the medicinal product for which the variation is being
submitted;
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e “Variation”: corresponding to the description of the category of the variation being
submitted;

e “Description of the applicable fee”: describes the items of applicable fees, selected/to be
selected by the applicant for each medicinal product/variation submitted.

The user can return to the Initial screen by pressing the button.

2.2.11 Variation Application Screen

This screen can be accessed via:

Create New Application ]

o the button (to create new variation application);
e thelink in the “Procedure Number” field (to access variation applications already created);

which are available in the search results area of the Initial screen, and shows the previously entered
variation procedure.

Depending on the status of variation application, the applicant may have different authorisations to
change information in the variation procedure.

Phases of the procedure:

e Creation: this phase corresponds to the period from the creation of the variation application
until its submission. During this phase, the status of the application can be “Filling in
Progress” or “Ready to Submit”;

e Viewing: the variation application goes into this phase after being submitted by the
applicant, and stays there until given authorisation for its correction (Correction Phase),
returning to this phase as soon as its correction is finished. During this phase, the status of
the application can be one of the following: “Submitted”, “Ongoing”, “Suspended due to
missing fee” or “Concluded”;
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e Correction: this phase corresponds to the period following submission, from the procedure
manager’s authorisation to correct the variation application until it is withdrawn by the
procedure manager or the applicant submits the corrections. During this phase, the status of
the application is “Under Correction”;

During “Creation”, the applicant can change all the information related to the variation application;
the applicant can save the changes made or validate the information on the variation application.

During “Correction”, the applicant has four levels of access; depending on each level, the applicant
can change more or less information on the variation application.

In any level of access, it is not possible to add/remove medicinal products from the list of medicinal
products; remove variations or delete/replace documents.
In every level of access, it is possible to change information in the free text fields can be changed,
and new documents can be added to the procedure.
In addition, depending on the access levels defined by the procedure manager in the BackOffice, the
following are possible:

0 Change variation types included in the application;

0 Add new variations to the application;

With regard to variation applications submitted before 05 August 2013, which will be displayed in the

old screen format, the Correction Phase will only allow changes to the free text fields and the
attachment of new documents.

2.2.11.1 Layout

PROCEDURE NUMBER ~
2013/xptodA001
PROCEDURE TYPE
" single variation ® Grouping of variations © warksharing ‘
JUSTIFICATION FOR GROUPING/WORKSHARING
Text =]
[
OTHER. APPLICATIONS
text =
[
CONTACT PERSON
Mame |N0me
Telephone ITE|8fDnE
Fax Number  |Fax
E-rnail [E@mail pt
[This email will be used for the exchange of information related with this Application)
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LIST OF MEDICINAL PRODUCTS CONCERNED

Medicinal Product MRPMational variation Number

Ammbroxol £ Syrup £ & mgdml 99/000001/1A403

VARIATIONS INCLUDED IN THIS APPLICATION

VARIATIONS INCLUDED IN THIS APPLICATION

Precize scope and background for change and justification classification of unforeseen variations [if applicable)

d/far

text

Observations on the implementation date

s

text

Implementation

date 2013-08-05 fyngy-mm-dd)

text

Present

TEeXT

Proposed

Precize scope and background for change and justification classification of unforeseen variations [if applicable]

Remave Variation |

Observations on the implementation date

Implementation

date [yyyy-mm-dd)

Attention: The selected variation applies only when the change concerns the sM&H in Portugal. For changes to
name/saddress of MaH in other Member States please select the correct &.1 variation from the list,

Present |Lab

- Indistria Farmacéutica, 5.4, -=

A

Proposed |

Can’t find the entity vou need? Add a new entity to the list

Rermove Variation |
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Precize scope and background for change and justification classification of unforeseen variations [if applicable]

text =]

Observations on the implermentation date

text =]

Implementation
date I2D1 3-05-08 hyy-mm-dd)
E Present/Proposed

=]

Ambroxol £ syrup £ 6 mafml

E Wiew Present

| - Indiistria 1, S (Fab,] -» Avenida i 4 [aten controi/Testing site |
E Proposed
[+ & ca., Ltd, (Fab, PFH) -> G End Way - W [aten contro/Testing site |

Remaove Yariation |

Precise scope and background for change and justification classification of unforeseen variations {if applicable)

text —

Observations on the implementation date

text =]

Implementation

date 2013-12-08 [yy-rom-dd)

E Present/Proposed

=]
Ambroxol £ syrup £ 6 mziml

E Wiew Present

|716 mz/mil Sorbitol solution 70 % |Excipient |

= Proposed

|1 2 Hidraxipropil metacrilato |Excipient |

Rermaove Variation |
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DOCUMENTS

REQUIRED DOCUMENTS

| DOCUMENT

|Cover letter

|A|J|Jlicatiun form

|Full docurmentation of application

|Declaration farm for the use of e-mail communications with INFARMED

|Copy of the relevant page of the guideline

ATTACHED DOCUMENTS

Document Type

Full documentation of application

Copy of the relevant page of the guideline

Cover letter requerirnento. doc

File Name

doc-suporte.doc

copia-guideline. doc

Delete  Remove Selection | Attach Mew Doc Attach Previous Doc

Save “alidate Application | Back |

2.2.11.2 Areas and Features

2.2.11.2.1 Application Information Area

PROCEDURE NUMBER ~
2013 ptoAA001
PROCEDURE TYPE
" single variation & Grouping of variations € warksharing ‘
JUSTIFICATION FOR GROUPING/WORKSHARING
text =]
[
OTHER APPLICATIONS
text =]
|
CONTACT PERSON
Marne [Mome
Telephone |Te|efone
Fax Number |F3X
E-mail [E@mail pt
[This email will be used for the exchange of information related with this application)

In this area, shared information on the variation application can be entered/changed/viewed,

regardless of its type (single variation, grouping of variations or worksharing).
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This area is comprised of the following fields:

o Procedure Number: to be filled in with the number of the MA’s variation procedure. The
value of this field can be changed during the “Filling in” and “Correction” phases. The rules
for constructing the procedure number in chapter 1 of CMDh BPG for the allocation of the
mutual recognition variation number for Type | Notifications, Type Il Variations, Grouping and
Worksharing must be followed (for variation applications submitted by mutual/decentralised
recognition procedure) or the InstrucSes aos Requerente sobre submissdo de pedidos de
alteracdo aos termos da AIM (for variation applications submitted by national procedure).

e Procedure Type: a field which allows the applicant to identify the type of application
submitted/to be submitted, with the following possible values: “Single Variation”, “Grouping
of variations” and “Worksharing”. Only one of these options can be chosen. The value of this
field can be changed during the “Filling in” and “Correction” phases.
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e Justification for Grouping/Worksharing: to be filled in with the justification for submitting a
grouping of variations, if applicable. The value of this field can only be changed during the
“Filling in” and “Correction” phases.

e Other Application: to be filled in with information related to other applications submitted in
parallel. The value of this field can be changed during the “Filling in” and “Correction”
phases.

e Name, Telephone, Fax and Email: to be filled in with the details of the contact person. The
email address provided will be used by Infarmed for information requests related to the
variation procedure. The value of this field can be changed during the “Filling in” and
“Correction” phases. Only one contact person should be designated to communicate with
Infarmed. The email specified in this field should be referred to in the document “Declaration
form for the use of email communications with Infarmed”.

2.2.11.2.2 Selected Medicinal Products Area

LIST OF MEDICINAL PRODUCTS CONCERNED »~

Medicinal Product MRP/Mational variation Number

Ambroxol £ Syrup £ 6 mgsml 99/0000/01/14/03 ﬂ

In this area, it is possible to: view medicinal products selected by the applicant; open the search and
selected medicinal products area to add new medicinal products to the list and fill in the individual
procedure number for each medicinal product selected. Medicinal products can only be added to or
deleted from the list during the filling in phases, i.e. before submission.

To add a new medicinal product to the list of medicinal products, the following steps must be taken:
1. Pressthe button. The following screen will be displayed:

Select Medicinal Product:

Medicinal Product |
Manufacturer | M

3 ~
H Medicinal Product Ehoprocaical Strength |;

Form

0] Advantan cream 1 mere

[ Advantan

Alacare

[ (5229521;5229513;)

[ Alka-Seltzer

Add | | Close |
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2. Press the T ] button (this returns all medicinal products held by the

entity who logged in). To limit the search, enter one of the two available search criteria:
a. “Medicinal Product”: in this field, the applicant can enter the partial or full name of
the medicinal product to be searched for;

ab.“Manufacturer”: in this field, the applicant can enter the partial or full name of a+ - - {FormatadaS: Marcas e

manufacturer associated with the medicinal product to be searched for; numeragao
Searches performed in these fields comply with the following rules:
e Xor X%: returns all results beginning with X
e %X: returns all results containing X
e This search does not take into account whether the name of the medicinal
product to be searched is in uppercase/lowercase letters;
3. Using the check-box, select from the list of results the medicinal products be added to the list

of medicinal products, and press the Add ] button. This will close the

screen, and the medicinal products selected will be added to the list.
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[ Close

4. The applicant can press the button if no medicinal products are to
be selected. This will close the screen and no medicinal products will be added to the list.

After adding the selected medicinal product(s) to the list, the respective “MRP/National variation
number” (corresponding to the individual procedure number) must be indicated. During the filling in
phase, medicinal products added to the list can be deleted pressing the button in the “Remove”
column.

LIST OF MEDICINAL PRODUCTS CONCERNED ~

Medicinal Product MRP/National variation Number

Ambroxol F Syrup £ 6 mziml IQBIDDDD!DNINDS ﬂ

The rules for constructing the MRP/national variation number are detailed in chapter 1 of CMDh BPG
for the allocation of the mutual recognition variation number for Type | Notifications, Type Il
Variations, Grouping and Worksharing (for variation applications submitted by mutual/decentralised
recognition procedure) and in the Instrucdes aos Requerente sobre submissdo de pedidos de
alteracdo aos termos da AIM (for variation applications submitted by national procedure).

2.2.11.2.3 Variation Entry Area

VARIATIONS INCLUDED IN THIS APPLICATION ~

Add Variation |

This area allows the applicant to enter, change or view variations added to the application,
depending on current phase of the procedure.

To add a new variation to the variation procedure, the following steps should be taken:

1. Pressthe Add Variation button. The following screen will be displayed:

,g Yariations - Didlogo de pagina Web

Wanation Wanation Type

I Search I [Type 14 -]

Az - 1A - Administrative changes. Other variation.

A5 b - A - Administrative changes. Change in the name andfor address of a
manufacturerfimparter of the finished product {including batch release or quality control testing

sites). The activities for which the manufacturerfimporter is responsible do not include batch
1elease

AF. - 1A - Administrative changes. Deletion of manufacturing sites for an active substance
intermediate or finished product, packaging site, manufacturer responsible for batch release, site
where batch control takes place, or supplier of a starting material, reagent or excipient (when
mentioned in the dossier).
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Search

2. Press the ] button (this returns all “Type IA” variations, selected by

default in the field “Variation type”). If desired, enter one of the two available search criteria:
a. Variation: in this field, the applicant can enter the category or partial category of the
variation to be searched for;

ab.Variation Type: in this field, the applicant can select the type of variation to be+- -~ IFormatadaS: Marcas e

» o numeragao

searched for (“Type IA”, “Type IAN”, “Type IB” and “Type II”.;
Select, from the list of variations, the variation to be added to the variation procedure. Once
the variation is selected, it is immediately added to the variation procedure, and the screen
will close.

For each variation entered, the following fields must be filled:

“Precise scope and background for change and justification classification of unforeseen
variations (if applicable)”: free text field for entering a description of the scope, purpose and
justification of the proposed variation;

“Observations on the implementation date”: free text field for including information on the
proposed variation’s implementation date;

“Implementation date (yyyy-mm-dd)” (the implementation date in the format yyyy-mm-dd
should be indicated for all variations of type IA or |A\, 1B and Il);

“Present”: corresponding to the current value;

“Proposed”: corresponding to the proposed value within the scope of the variation.

Depending on the category of variation selected, the fields “Present” and “Proposed” may be free
text fields (applicable to the group of medicinal products included in the variation procedure), or
fields whose completion is limited to the information existing in the Infarmed’s database and which
may have to be written individually for each medicinal product included in the variation procedure.

For most variation categories available for selection, the fields “Present” and “Proposed” are shared
by all the selected medicinal products in the medicinal products area; as such, they are only
displayed once.
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VARIATIONS INCLUDED IN THIS APPLICATION d
Add Wariation

on pararneter to tl ecification with its

Precise scope and background for change and justification classification of unforeseen wariations [if applicable)

text =]
E

Ohservations on the implementation date

cext =

Implementation

date 2013-08-05 Iyy-mm-dd)

text =
Present ;I
text ;I
Proposed ;l

Remove Yariation |

Variations whose completion is limited to the information in the Infarmed’s database are as follows:
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“Change of name/address of MA holder in Portugal”

For the variation “Change of name/address of MA holder in Portugal”, the fields “Present” and
“Proposed” are shared by all the selected medicinal products in the medicinal products area; as such,
they are only displayed once.

When this variation type is selected, an alert message will be displayed preceding the field “Present”,
notifying the applicant that the selected variation only applies to the change of name/address of a
MA holder in Portugal. For variation applications submitted by mutual/decentralised recognition
concerning a change of name or address of a MA holder in another Member State (i.e. without
impact in Portugal), the correct option must be selected from the list of variation types.

tion: A1, - 1&in - 3 in the name and; f the market

Precise scope and background for change and justification classification of unforeseen variations [if applicable)

Observations on the implementation date

Implementation

date I [wyy-rmm-dd)]

Attention: The selected variation applies only when the change concerns the #8H in Portugal. For changes to
namef address of MaH in other Member States please select the correct A.1 variation from the list.

Prasent |Lab - Inddstria Farmacéutica, S.A. -» A

Proposed I |
Can’t find the entity you need? Add a new entity to the list
Remave ariation |

The field “Present” is filled in with the name of the MA holder who logged in, and cannot be
changed.

To fill in the field “Proposed”, open the list of entities in the button E] and select the desired
entity.

Page 42 of 62
Version 2, Auqust 2013



External User Manual

.9 - Dialogo de pagina Web

Search Entity
1 | Search I

Ferring Portuguesa - Produtos Farmacéuticos, Lda., -» Rua Prof. Henrigue de Barros - Edificio
" Sagres - 8% 4

FiGK Representative Service GrnbH -» Heimeranstrasse, 35
Fisons Farmacéutica Portuguesa, Lda, -> Empreendimento Lagoas Park, Edificio 7 - 3°

" Fleet Laboratories, Ltd. -» 34 Rickmanswaorth Road

Focus Farma BY -» Papelaan 85 G

Forest Laboratoires [UK], Ltd. -> Bourne Road

Forley Ltd. -» 2, Clanwilliam Terrace Ll

Searches in this field follow the search rules outlined above (i.e. X or X%: returns all results beginning
with X; %X: returns all results containing X);

The following instructions should be considered at the time of selecting the entity to fill in the field
“Proposed”:

e When entering a new name/address for the MA holder, the selected address should be the
main office address; only addresses without the expression (Fab. ...) should be chosen, since
these involve manufacturing site addresses.

e When entering a new name/address for a manufacturer, the selected address should be the
manufacturing site address; as such, only addresses with the expression (Fab. ...) should be
chosen.

e Always check that the selected entity/address is the one desired. Some entities have similar
names and addresses.

If the entity to be selected is not available from the list of entities, or is out of date, a new entity can
be added to the list. To do so, the applicant must select the link “Add a new entity to the list”, fill in

the form below and press the button.
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,B Add entity - Didlogo de pagina Wehb

NEW EMTITY
Entity Nare

Address

Postal Code

ity

Country

Telephone

Fax number

Fizcal identification number

Email

Relevant document: I Fracurar... |
Save |

The new entity should be selected from the list further to its addition. hd

The following instructions regarding this screen should be considered:

o “Entity Name”: mandatory field for the full name of the company, including acronyms, if
applicable (e.g. Ltd.; Lda.; S.A.; Co.; GmbH; etc.).

o “Address”: mandatory field for the complete address of the place of manufacture, excluding
acronyms (e.g. Av. Para Avenida)

o “Postal code”: corresponding to the postal code

o “City”: mandatory field for the city/town

o “Country”: mandatory field, selected from the list

o “Telephone” (telephone number): enter consecutive numbers, leaving spaces only for
separating area/country codes

o “Fax number”: enter consecutive numbers, leaving spaces only for separating area/country
codes

o “Fiscal ldentification number”: national taxpayer identification number (NIF), or other tax
identification number in the case of foreign entities

o “Email”

. “Relevant Document”: relevant documentation (at least one document must be attached).

One of the following documents must be attached if the desired entity is a manufacturer: GMP
Certificate, CEP or manufacturing authorisation; If the desired entity is a MA holder, attach a copy of
the Land Registry Office Certificate.

S ) - Save . . .
After filling in the fields indicated, press the button to save the information entered and exit
the window. The new entity created must then be selected from the list of entities to be added.
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“Variations with impact on the “Manufacturing flowchart”

For variation types with impact on the “Manufacturing Flowchart”, the fields “Present” and
“Proposed” must be filled in separately for each variation and each medicinal product so that the
current value to be cancelled in the Infarmed’s database and the proposed value to add to the
Infarmed’s database can be identified for each medicinal product (if applicable).

The mandatory cancellation or addition of present/proposed values is defined according to the
variation types selected.

IMPORTANT: According to the rules for grouping variations laid out in Regulation EC no. 1234/2008,
all variations within a group must apply to all medicinal products included in such group. For this
reason, although the program requests that the present/proposed value be filled in for each
variation/medicinal product combination, note that the information must be the same for all
medicinal products included in the same variation.

nporter of the finished product

ponsible do not include batch

Precise scope and background for change and justification classification of unforeseen variations [if applicable)

text =]

Observations on the irmplementation date

text =]
=

Implementation
date 2013-05-08 yy-rm-dd)

E Present/Proposed

=]
Arnbroxol £ Syrup £ 6 mgdml
E wiew Present
| - Indastria 1, 5.4, (Fab. | -» dvenida -4 -4 [Bsten controlTesting site |
E Proposed
|n‘ & Co., Ltd. {Fab. PFH] -» & Ench Way - W |Batc:h Control fTesting Site |

Remove Yariation

For each variation/medicinal product combination, the “Present” and “Proposed” area will be
displayed as follows:

= wiew Present

‘ - Inddstria 1, 5.4, (Fab.)-= Avenida - & - & |Batch ControliTesting Site
E Proposed
‘A. & Co., Ltd. (Fab. PFH) -= & Endh Way - |Bat|::h ControlfTesting Site

When the “nkw is selected, a pop-up screen will open with the list of current entities
registered in the Infarmed’s database for the medicinal product in question. The
manufacturers/operations displayed in this screen depend on the variation type entered (e.g. for
variations related to the change of the immediate packaging site, only those manufacturers

Page 45 of 62
Version 2, Auqust 2013



External User Manual

responsible for this operation and registered in the Infarmed’s database for the medicinal product in
question will be shown).

When the information in the Infarmed’s database is incorrect, thus restricting the submission of the
variation application, the applicant must submit an application for update of manufacturing
flowchart in Infarmed’s Database in the online platform available at the Infarmed page in the area
Pdgina Inicial> English> Marketing Authorisation > Variations > Electronic submission of variations, so
that the variation application with impact on the manufacturing flowchart can be subsequently
submitted.

I ) - pidlogo de pagina Web E l

Present

Description Function
- Produtos Farmacéuticos, SA, (Fab.) -»

Immediate Packaging

Inddstria A a S ([Fel ] Immediate Packaging
- Inddstria , 5.4 [Fab) - Batch
o e Controls Testing Site
Industria . A o St (el Eulk Manufacturer

In the pop-up screen accessed via the link “View proposed”, the applicant must select the entities to

Save
be cancelled (if applicable) and press the button to add them to the list of current entities to

be cancelled. This list is displayed folowing the link View Present .

E wiew Present

|s 5.4, [Fab. | -> Rue e ||mmed1ate Packaging |

When this screen is open, it is possible to see which entities have been selected and remove this
selection, provided those entities have already been added to the list.

When the link 2r2295ed i cojacted, a pop-up screen is opened where the applicant can select an

entity to be added.
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Proposed
Manufacturer Function
b & Co., Ltd. [Fab. ]-#5 [EEN Immediate Packaging
Add new Manufacturer
tanufacturer
A 8 Co., Ltd (Fab.  )-»5 May - W |
Function

|Immediate Packaging
Add
Can't find the entity you need? Add a new entity to the list

Save

To add an entity, the applicant must follow these steps:

1. Pressthe E] button from the field Manufacturer
2. Select an entity from the list of entities.

,a ¥alue List - Didlogo de pagina Web

Select an Entity / Address:

Ffizer PGM (Fab. Amboise) -> Fone Industrielle de Pocé-sur-Cisse

Pfizer PGM (Fah. Angers) -> 10, Rue Bouché-Thomas - ZAC Sud d Orgemant

Ffizer PGM (Fab. Orléans) -= 5, Avenue de Concyr

Pfizer Pharmaceuticals, Inc. (Fab. Barceloneta) -> Road #2, Km 58,2

Bfizer Pharmaceuticals LLC (Fab. Caguas) -> Jardines Street #59

Bfizer Pharmaceuticals LLC (Fab. ‘ega Baja) -> Road #6859, Km 1.9

Efizer Serice Company BYBA -> Hoge Wei, 10

Bfizer Pharmaceuticals LLC (Fab. Barceloneta) -> Road #2, Km 55.2

Search I
=l
]
— —_ =

Searches in this field follow the search rules outlined above (i.e. X or X%: returns all results

beginning with X; %X: returns all results containing X);

3. Inthe field “Function”, select the type of operation performed by the entity to be added.

3:4.Press the button to add the entity to the list of entities to be added: o {

Formatadas: Marcas e
numeragao
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Manufacturer Function

&, & Co., Ltd. [Fab. ]->5 W3y - W Immediate Packaging

To delete entities previously added in this screen, press the button in the “Delete” column.

Save
To confirm the list of entities to be added, press the ] button.

The list of proposed entities is available at the link 2r222sed
E Proposed
[ &Co., Ltd, Fab,  ]-» 5 Woo- [immediate Packazing |

The instructions concerning the appropriate filling of the field “Proposed”, as detailed in section
“Change of name/address of MA holder in Portugal”, should be considered.

With regard to filling in the field “Function” for the type of operation performed by the entity
(existing in the screens “View present” to view entities registered in the Infarmed’s database and
“Proposed” for the addition of entities), the options listed below and their respective definitions
should be taken into account:

Type of Manufacturer Definition (when to use)
Manufacturer of the Manufacturer responsible for synthesis/obtention process the
Active Substance active substance (all phases of the process or only final phases,
including micronization)
Manufacturer of Manufacturer responsible for synthesis/obtention process the
intermediate compound intermediate compound of active substance

of active substance*

Batch control/Testing site | Manufacturer responsible for quality control/in-process control of
of active substance * the active substance

Responsible for batch Manufacturer responsible for batch release of active substance.
release of active
substance *

Sterilization* Manufacturer responsible for one sterilisation stage only
Intermediate Stage Manufacturer responsible for intermediate phases (non-final) of
Manufacturer*® the manufacturing process of the bulk product.
Bulk Manufacturer Manufacturer responsible for intermediate phases (non-final) of
the manufacturing process of the bulk product.
Manufacturer Manufacturer responsible for all phases of finished product

manufacture (including primary and secondary packaging).

NOTE: it should not be selected in the field “Proposed”; the

options Bulk Manufacturer + Primary packaging + Secondary
Packaging should be selected individually

Immediate packaging Manufacturer responsible primary packaging
Outer packaging Manufacturer responsible for secondary packaging.
Responsible for Batch Manufacturer responsible for batch release in the European
Release Economic Area.
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Batch control/Testing site | Manufacturer responsible for batch control/testing of the finished

product in the EEA or in countries for which a MRA exists

Quality control analysis Manufacturer responsible for quality control analysis. NOTE: it

should not be selected in the field “Proposed”; the option “Batch

control/Testing site” should be selected, even if the site performs
only one quality control test.

Package material Packaging material supplier/manufacturer.
supplier*
Medical devices supplier* Medical devices supplier/manufacturer.
Storage* Site responsible for storing the master cell bank and/or working
cell banks.
Labelling* Manufacturer responsible for immediate packaging labelling.
Manufacturer of Excipient supplier/manufacturer.
excipient*

Manufacturer of solvent Manufacturer responsible for manufacturing the solvent/vehicle
in a separate container but being part of the medicinal product.
* should only be entered in the field “Proposed” if referred to in the MA dossier.

If the entity to be selected is not available in the list of entities, a new entity can be added to the list.
To do so, the applicant must select the link “Add a new entity to the list”, fill in the form and click on

The instructions concerning the appropriate filling of the Screen “New entity”, as detailed in
section “Change of name/address of MA holder in Portugal”, should be considered.

“Variations with impact on the composition of the medicinal product”

For some variations categories with impact on the composition of the medicinal product, the fields
“Present” and “Proposed” must be filled in separately for each variation and each medicinal product
so that the present value to be cancelled in the Infarmed’s database and the proposed value to add
to the Infarmed’s database can be identified for each medicinal product (if applicable).

The mandatory cancellation or addition of present/proposed values is defined according to the
variation category selected.
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& scope and background fo

Implementation

[E Present/Proposed

=]
Arnbroxol

E wiew Present

Precis

Lext =]
=

Observations on the implementation date

text =]

date IQU13-12-DB fany-mim-dd)

£ Syrup £ o6 mglml

[718 me/mi sarbitol solution 70 % |Excipient |
E Proposed
[1 ¢ Hiaraxiprapi metacriato |Excipient |

Remave Yariatian |

For each variation/medicinal product combination, the “Present” and “Proposed” area will be
displayed as follows:

E wiews Present

|716 mesmil Sorbitol solution 70 5%

[Excipient

= Proposed

[1 2 Higrosip rapil metacriate

[Excipient

Remaowve “ariation

IMPORTANT: According to the rules for grouping variations laid out in Regulation EC no. 1234/2008,
all variations within a group must apply to all medicinal products included in such group. For this
reason, although the program requests that the present/proposed value be filled in for each
variation/medicinal product combination, note that the information must be the same for all

medicinal products within the same variation.

After selecting the lin

k View Present

, @ pop-up screen is opened with the list of current substances

where the current substances to be cancelled can be selected, depending on the type of variation

selected.
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2 - Dislogo de pagina Web [ <]

Present

Cancel Description Function

40 mgsml P glycol [E ]
2 mgsml Essence of

1l [g.5.) Purified water

Save

The pop-up screen accessed via the link “View present” will show the content of excipients recorded
in the Infarmed’s database for the medicinal product selected. If the content shown is incorrect, thus
restricting the submission of variations related to the composition of the medicinal product, a
request to correct the information in the database should be sent to dam@infarmed.pt

. . Save
In this screen, the applicant should select the components to be cancelled and press the

button to add them to the list of present substances to be cancelled. This list is displayed after the
link View Present

B Wiew Present

[716 masmis salution 70 % [Excipient |

After opening the screen, it is possible to see which present substances have been selected and
remove this selection, provided they have already been added to the list.

After selecting the link Er28952d 5 o up screen is opened where the applicant can select the

components and their respective functions to be added.
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il 3 - pislogo de pagina web | x|
p Proposed
1

Component Function Delete

Z2mlH Excipient

Add new Component

|Syrup Pharmaceutical form |
Quantity Camponent Function

|2 Im\ jIH JIE}mipient j
1 Add

Can’t find the component you need? Add a new component to the list

Save |

To add a new component, the applicant must follow these steps:

Pharmaceutical form

1. Press the

| button to select the pharmaceutical form applicable to the
variation.
Quantity -/ Formatadas: Marcas e
|2 Iml ,l « 7 numeragao
4.2.In the field , enter the quantity of the new component using the writing

field and selection field for units of measurement (the first letter of the unit of measurement
can be typed consecutively to perform the search);
3. Select the name of the new component in the search screen for substances (pop-up)

Cormpaonent

accessed through the -J button in the field| J

21 ¥alue List - Dialogo de pagina Web

Select Component:

I [ s |

Component

Hypramellose
Hypromellose e15 premium
Hypromellose e50
Hyprorellose phthalate
Hypramellase 10000 cps
Hypromellose 15000 mPas

Hypromellose 2208 (100 cps

Hypromellose 2208 (4000 cps)
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Function

4. Select the new component’s function in the field | =l ;

When selecting the component’s function, only the following options should be used:

Type of funtion (EN) Definition (when to use)
. Any component whose function is not described in the options
Excipient .
listed below
Coating Any component included in coating mixtures and/or capsules
Printing ink Any component included in the printing ink
Any component included in the solvent/vehicle in a separate
Solvent . . -
container, but forming part of the medicinal product
Any component used in the manufacturing process not present in
Reagent e :
its final pharmaceutical form
Propellant Gas under pressure

Add | .
5. Pressthe button to add the substance to the list of substances to be added:

Component Function Delete

| 2mlH Excipient

To confirm the Ilist of components to be added, the applicant must press the

Save

| button.

The list of proposed components can be viewed at the link 2reeesed

E Proposed
|2 mz H |Exc:1'p1'ent |

If the name of the desired component is not available on the list of substances in the field
“Component”, a new substance can be added to the list. To do so, select the link “Add a new

Save
component to the list”, fill in the form below and press the button.
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,a Add Component - Didlogo de pagina Web

NAMES

DESCRIPTION

BIBLIOGRAPHIC
SOURCES

Name in I
Portuguese

Mame m Enghsh |

Chermcal MName |

Other names in

Portuguese and I
English

Chermcal

Abstract Service ||
(CAS) number

Molecular I
Formula

Molecular mass |

ATTACHED DOCUMENTS

Delete  Unselect

| Mew Record ...

The following fields must be filled in:
1) “Name in Portuguese”, corresponding to the substance name in Portuguese (filling in of
description and bibliographical source is mandatory).

41)2)“Name in English”, corresponding to the substance name in English (filling in of descriptionand <+~~~ {

bibliographical source is mandatory).
13)“Chemical name”, corresponding to the substance chemical name (mandatory field, whenever
applicable).
H4)“Other names in Portuguese and English”, corresponding to other names in Portuguese and
English (optional field).
4)5)“Chemical Abstract Service (CAS) number”(mandatory field, whenever applicable).
16)“Molecular formula”, corresponding to the molecular formula (mandatory field, whenever
applicable).
17)“Molecular Mass”, corresponding to the molecular mass (mandatory field, whenever applicable).
1)8)“Attached Documents”: at least one document identifying the substance must be attached,

namely:
»

»
»
»

“Monograph of European Pharmacopeia”
“Monograph of a National Pharmacopeia of a Member State”

“Monograph of the Portuguese Pharmacopeia”
“Manufacturer Internal Monograph”

To add a document, the following steps should be taken:
Click on the link “New Record” to access the document attachment area.

»
»

Formatadas: Marcas e
numeragao

Select the Document Type and add the document via the selection list in the field

“Document Type”.

ATTACHED DOCUMENTS

Document Type

File

|

Delete  Tnselect | OE Cancel

Pracurar.

Save |
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2 List of Values - Dislogo de pagina Weh

Document Type

o]
@
@
51
=

Document Type

Manufacturer Internal Monograph

Monograph of European Pharmacopoeia

> Search for the document and attach it pressing the “Search”/”Browse” button in the field

“File”. The document will only be attached after clicking on “OK”.

| ATTACHED DOCUMENTS
Document Type File Name
Monograph of 8 National Pharmacopoeia of a MemberState Docl.doc

Delete Tnselect | MNew Record ...

Save |

»  Take the same steps to attach other documents.

2.2.11.2.4 Document Attachment Area

DOCUMENTS

REQUIRED DOCUMENTS

[ DOCUMENT

|Cnver’ letter

|Apph‘cati0n farm

|Full documentation of application

|Dectaration form for the use of e-mail communications with INFARMED

|Cupy of the relevant page of the guideline

Cover letter
1 form

ATTACHED DOCUMENTS
Document Type File Name
Cover letter Cover letter. pdf
Document Type File Marme

Application form j | Procurar..

ull documentation of application

| Declaratian farm for the use af e-mail communications with INFARME
Copy of the relevant page of the guideline

e ammare- Application | Back |

This area allows the applicant to view the list of mandatory documents and attach
to the variation procedure.

documents related
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To add a new document, the applicant must select the link attach mew poc gnd select the type and
location of the document to be attached.
To attach a document already attached in previous procedures, the applicant can use the link

Attach Previous Doc

These areas are described in point 2.2.6.2 Areas and Features

The following mandatory document types must be attached

e “Cover Letter”, corresponding to the variation application (a signed copy of the application
should be attached);

e “Application Form”, corresponding to the properly filled in variation application form (a
signed copy of the form should be attached);

e “Full documentation of the application”, corresponding to complete support documentation
submitted for the variation application;

e “Declaration form for the use of email communications with Infarmed”, corresponding to a
statement for the use of email communication with Infarmed, specifying the email addresses
to be used to contact the applicant. This document should be prepared according to the
instructions to applicants published by Infarmed.

e “Copy of the relevant page of the guideline”, corresponding to a copy of the relevant page of
the guideline of classifications, duly noting applicable documentation/conditions (for Type IA
or IB variations referred to in the European Commission Guidelines);

o “List of submission dates to CMS”, corresponding to the list of submission dates of the
variation application to CMS, only mandatory for variation procedures in which Portugal acts
as a Reference Member State.

The various types of documents can be attached as many times as needed.

The remaining documentation should be submitted in a non-editable format (PDF is advised).
The supporting documentation for the application should be submitted in eCTD, NeeS or Infarmed’s
folder structure.

The type of file to attach depends on the Document Type to be entered. SmPC and PIL texts should
be submitted in formats that can be edited by Infarmed. MS Word (.doc) format is advised.
The remaining documentation should be submitted in a non-editable format (PDF is advised).

Documents exceeding 10 Mb should be replaced with a document containing information from
Eudralink or CESP submission number information, as shown in the application’s alert message.

Mensagem da pagina Web

[] Flease note that it is not possible to upload Files aver 10 Mb. ¥ou may submit the documentation via EudralinkfCESP.
- Far Further information please refer ta the user’s manual available at www.infarmed. pt.

Once the documents have been attached, a document can be selected and deleted by clicking on the
link “Delete”, or the yellow highlighted selection can be removed by clicking on the link “Remove
selection”.
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DOCUMENTS -
REQUIRED DOCUMENTS
[ DOCUMENT

|C0ver letter

|Applicattnn farm

|Futl docurnentation of application

|Dectaratinn form for the use of e-mail communications with INFARMED

|Cupy of the relevant page of the guideline

ATTACHED DOCUMENTS

Document Type File Name
Cover letter Cover letter pdf
Application forrn Application forrm pf
Delete  Remove Selection | Attach Mew Doc Attach Previous Doc
Save “Walidate Application | Back |

2.2.11.2.5 Action Area

The applicant can perform different operations in this area, depending on the phase of the
procedure.

[ Sawe ][ “Walidate Application ] [ Back ]

Creation Phase (“Filling in progress” and “Ready to Submit” statuses):

In this phase, the applicant can:

e Save the changes made by pressing the button;
e Validate the completion of the wvariation procedure by pressing the

[ “alidate Application ]button'
’

e Return to the Initial screen by pressing the button;

Note: The following minimum information must be entered to save the information entered on the
form:

e At least one medicinal product

e At least one variation

e Procedure number

e MRP/National variation number

Validating the completion of the form will identify any errors made during this process, which will be
described at the end of the form.

For each error found, it is possible to navigate to its associated area by clicking on the link in each
error message.
The validation includes:

e I|dentification of mandatory fields
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e Identification of missing mandatory documents
e Identification of fields incorrectly filled

DOCUMENTS
REQUIRED DOCUMENTS
[ DOCUMENT

|C0ver letter

|Apph‘cation farrm

|Fuu docurnentation of application

|Declarat1'0n form for the use of e-mail communications with INFARMED

|C0py of the relevant page of the guideline

ATTACHED DOCUMENTS

Document Type File Name
Cover letter Cover letter pdf

Full documentation of application Full documentation of application. zip

Delete  Remove Selection | Attach Mew Doc Attach Previous Doc

Walidation Errars

The field "Justification for Grouping/ Worksharing” is required for Procedure Types "Grouping of variations” and "Worksharing”,
The Email is not Walid.

The field "MRP/Mational variation Mumber" is required for all selected Medicinal Products.

Document type ‘Declaration form for the use of e-mail communications with INFARMED' is missing

Save Walidate Application | Back |

Correction Phase (“Under Correction” status after authorisation from procedure manager in

BackOffice):

In this phase, the applicant can:
e Validate the completion of the form with regard to corrections made to the variation

’ Submit corrected application ] button:

procedure, and submit the amended form by pressing the

e Return to the Initial screen by pressing the button;

Note: Changes made to the form cannot be saved when the procedure is being corrected.

Viewing Phase:

After submission of the procedure, the information inserted in the variation application cannot be
changed (unless permission is given in BackOffice by the procedure manager), therefore it is only
possible to view the information/documentation associated with the application.

The only action button available is the t====1button, which allows applicant to return to the Initial

screen.
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2.2.12 Proposal of Payment Form and Submission of Variation Procedure Screen

After creating the variation procedure(s) and validating the respective forms, procedures cannot be
submitted until they are associated with a proposed payment form.

Only procedures in the “Ready to Submit” status are able to be submitted, and are available for
selection in the list of search results shown in the Initial screen after the search criteria have been
entered.

To create the proposed payment form and submit the procedure, the following steps should be
taken:
1. Select the procedures to add to the submission list using the checkbox in the column
“Select”

| o
1.2. Press the | Aessmesmist | b iton so that the procedure selected is listed in the “List of* {

Applications to submit” area

List of Applications to submit

Create Proposal of payment form & Submit Clear List ‘I

|
3. Press the Sreste Froposal of payment fomm & Submt button to access the proposed payment form

creation screen

Each proposed payment form should refer to one variation application, since the “Fee status” will
apply to all variation procedures included in the payment form. Note that the progress of each
procedure may be contingent on the need to correct information in the payment form, even if the
information to be corrected involves other procedures included in the same payment form.

2.2.12.1 Layout

Create Proposal of Payment Form

Contact Person Name:  [Mome

Telephone: [Telefone
Email: [e@rmail.pt

(This email will be used for the exchange of information related with this payment of the fees)

Description of the applicable fee

Procedure| Medicinal
Number Product

AS.b. - 1A- Administrative
changes. Change inthe name
andfor address of a
Acetilcistelina  manufacturenimporer of the
- finished product {including
79734 2 Effervescent  batch release or guality contral
ablet- 600 testing sites). The activities for J
mg which the
manufacturerimporter is
responsible do notinclude
batch release

Continue | Cancel
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2.2.12.2 Areas and Features

2.2.12.2.1 Contact Information Area

Telephone:
Email:

Contact Person Name:

[Mome

\Telefune

[e@mailpt

(This email will be used for the exchange of information related with this payment of the fees)

This area allows the applicant to fill in information on the applicant's contact person, which will be

used to send information involving the payment form.

All of the fields a

2.2.12.2.2. List of Variations Area

re mandatory.

Create Proposal of Payment Form

Contact Person Name:
Telephone:
Email:

|Wame

[Telefone

[e@rmail pt

(This email will be used for the exchange of information related with this payment of the fees]

Variation| Procedure| Medicinal variation
D Number Product |
AGH. - IA- Administrative
changes. Change inthe name
andior address ofa
Acetiicisteina  manufacturerimponer of the
- finished product (including
79734 2 Effeescent  batch release or guality control
ablet- 600 testing sites). The activitias for
my which the
rmanufacturerimponer is
responsible do notinclude
batch release

Description of the applicable fee

Continue | Cancel

This area is comprised of a detailed list of all of the medicinal products and variations included in the
variation procedures added to the “List of applications to submit” area.

The following fields are displayed in this list:

the Infarmed’s database;
“Procedure Number”: corresponding to the procedure number entered for each variation

application;

submitted;

“Variation ID”: corresponding to the internal identification number of the variation record in

“Medicinal Product”: corresponding to the medicinal product for which the variation is being
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e “Variation”: corresponding to the description of the category of the variation being
submitted;

e “Description of the applicable fee”: shows the item description of applicable fees,
selected/to be selected by the applicant for each medicinal product/variation submitted.

,B Select Required Act - Didlogo de pagina Web

Select Required Act:

1 Fee Description

* Free of char e or Repeated strenath or pharmace €

' Portatia 377/2005 5.4) ii) For each type | vatiation, each additional strenath or pharmaceutical form -
‘ 27110

: Poraria 377/2005 5.0 i} For each type |l variation, including one strendgth and one pharmaceutical
farm - 1585 656

Portatia 377/2005 9.a) For each type | variation consisting only in the change ofthe narme, compat

| address, head-office o representation of the ranufacturer or ofthe MA holder, in every MA ofwhich
the applicant is holder: An initial setof 1 1010 medicines, including one strencth and one
pharmaceutical fo 03.63€

Portaria 377/2005 8.c) For each type | variation consisting only in the change ofthe name, compan
address, head-office or representation of the manufacturer or of the MA holder, in every MA ofwhich
the applicant is holder: &1 to 120 medicines - Each additional set of 1 to & es- 178.03€

-l

The description of the applicable fee for each medicinal product should be selected according to the
guidelines in the instructions to applicants published by Infarmed.

At the end of the list of variations, [ Seminue | gnd Il=aneet ] phyttons are available.

The button allows the applicant to continue the process of creating the proposal of
payment form, by going to the screen for submission of the application and proposal payment form.
In order to proceed, the field “Description of the applicable fee” must be filled in for all variation
records.

The [ button allows the applicant to cancel the process of creating the proposed payment
form, and return to the Initial screen.

2.2.13 Submission Screen

This screen can be accessed via the button in the proposed payment form screen, and
allows the applicant to view the results of filling out the previous screen, namely:
e Information on the contact person
e [tem description of selected applicable fees, grouped by item and with reference to the unit
cost and total per type of item. The total fee applicable to the application, corresponding to
the sum of all items in the payment form, can also be viewed.
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2.2.13.1 Layout

Proposal of Payment Form

Contact Person Name: Mame
Telephone: Telephonel
Email: e@mail. pt

(This email will be used for the exchange of information related with this payment of the fees)

Description of the applicable fee Unitary Cost | Quantity
Paortaria 3772005 - 5.a) i) For each type | variation, including one strenath and one pharmaceutical form \ 797.94€ 1 | 797 945
| | | Total Cost: 797,94€|
Back | Submit Application |

2.2.13.2 Areas and Features

This table is filled in automatically based on the information entered in the proposed payment form
screen, and is comprised of the following columns:
e “Description of the applicable fee”: corresponding to the item selected in the previous
screen;
e “Unitary Cost”: corresponding to the unit cost of the selected item;
e “Quantity”: corresponding to the number of times that the item was selected in the previous
screen;
e “Total”: corresponding to the product of the columns (“Unitary Cost”) x (“Quantity”).

The end of the table shows the total overall fee applicable to the variation application, corresponding
to the sum of all of the item totals.

Two buttons are available at the end of screen: [ Back ” submii Anpicaiios

Back . .
The button allows the applicant to return to the previous screen.

Submit Application

The I button allows the applicant to submit the variation application
accompanied by the proposed payment form.

After submission, the status of the application (“Procedure status”) is changed to:
e  “Submitted”
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