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INTRODUCTION OF NEW SYSTEM FOR DIVIDING TECHNICAL SHEETS AND
PATIENT INFORMATION LEAFLET WITH WORD ADD-IN

New application for electronically sending variations of technical sheets and patient information leaf-
lets by sections permits the generation of documents guaranteeing their accessibility in accordance
with Legislation (Law 51/2003).

As opposed to the first version of the web-based document division application with text editor, with
the limitations of this in relation to format and style, this new version with a Word add-in has the func-
tionality of the Word text editor; therefore its use is much more accessible and simple.

All the requests for division of documents (medicines and variations) can be managed using the new
application for dividing technical sheets and patient information leaflets.

Below follows a brief summary of the different options which will be explained in more detail in the

manual.
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1. INSTALLATION OF THE APPLICATION

1.1. Application requirements

The installation of the application requires some previously installed requirements on the system as
well as two Office add-ins.

e Requirements installed on the system (automatically installed if not found):

o Windows Installer 3.1

o NET Framework 3.5 SP1

o Miicrosoft Office 2007 primary interoperability assemblies

o Microsoft Visual Studio 2010 Tools for Office Language Pack Runtime (x86 and x64) - ESN
e Requirements with MANUAL INSTALLATION if not found in Office 2007:

o Microsoft Office 2007 add-in to Save as PDF or XPS
http://www.microsoft.com/es-es/download/details.aspx?id=7

The requirements previously installed on the system will automatically detect the installation package
and will attempt to download them online for installation if they are not found on the computer.

Only for Office 2007, and if not already installed on the computer (this can checked to see whether the
option "PDF o XPS” appears in Save as):

Guardar una copia del documento
Muevo

[L:,' & Documento de Word
E Guarda el documento como documento de Word.

)

Abrir

[I.:"J EBlantilla de Word

Guardar / Guarda el documento como una plantilla que puede
- utilizarse para dar formato a documentos futuros,

@_. Documento de Word 97-2003
Guardar como |k Guarda una copia del documento completamente

compatible con Word 97-2003,

T U6

&
@ impnime » [L:_' L Texto de OpenDocument
Guarda el documento en el formato de Open
Document,
%\ Preparar r PDF o XPS...
= Publica una copia del documento como archivo PDF o
5 XP5.
‘Q Enviar k
s—J| Otros formatos
Abre el cuadro de didlogo Guardar como para
- Publicar b seleccionar entre todos los tipos de archivo posibles,
== =
L
Cerrar
= Opciones de Word || X Salir de Word
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If this option does not appear, manually install the Microsoft Office 2007 add-in to Save as PDF or XPS,
in order to be able to export the Word to PDF using the application's preview button.

Until these previous requirements are installed, neither the application nor the Office add-ins will be
installed.

e Office Add-ins: Technical Sheet Editor and Patient Information Leaflet Editor

For the laboratory profile it is essential that the Office Add-ins are installed for the Technical Sheet
Editor and Patient Information Leaflet Editor. The application will only request the installation of these
packages the first time it is run.

Every time a session is started the application will check that the necessary add-ins are installed on the
computer, as well as check for possible updates containing new functionalities or improvements. In the
case of finding any updates, the application will request the user’s permission to install them and the
application will open after any updates have been installed.

For the laboratory profile it is essential that the Office Add-ins are installed for the Technical Sheet
Editor and Patient Information Leaflet Editor. The application will only request the installation of these
packages the first time it is run.

Every time a session is started the application will check that the necessary add-ins are installed on the
computer, as well as check for possible updates containing new functionalities or improvements. In the
case of finding any updates, the application will request the user’s permission to install them and the
application will open after any updates have been installed.

1.2.Instructions for initial installation
The application may be installed by:
e Directly accessing this link:

http://infproducto.agemed.es/webdownloadftpr/apliftpr/

e (Start by clicking the install button at the bottom of the page)

Click the INSTALL button located at the bottom of the page and follow the steps indicated for the instal-
lation process.

Nombre: Edicion telematica FT-PR con complemento de WORD

Versién: 1.0
Editor: Agencia espafiola de medicamentos ¥y productos sanitarios

Se necesitan los siguientes requisitos previos (la aplicacién los instalara automaticamente):
= Windows Installer 3.1
- _MET Framework 2.5 SP1
= Ensamblados de interoperabilidad primarios de Microsoft Office 2007
= Paguete de idioma de Microsoft Visual Studio 2010 Tools para Office Runtime (x86
¥ %64} - ESM
Se precisa la INSTALACION MAMNUAL de este complemento (Gnicamente Office 2007
= Complemento de Microsoft Office 2007 para Guardar como PDF o XPS de Microsoft:

instalacidn manual

Esta aplicacién utiliza tambien los siguientes complementos de MS Office que deberdn
estar correctamente instalados para poder acceder al contenido de los documentos (la
aplicacion los requerira al ejecutarse }:

= Edicion de Fichas Técnicas
= Edicidn de Prostectos
Siya tiene instalados estos componentes, puede iniciar ahora la aplicacién. De lo contrario,

haga clic en el botdn Instalar de abajo para completar los reguisitos previos v ejecutar
aplicacién.

Si su sistema no inicia correctamente la instalacidn, descargue el paguete de instalacidn
completo en su disco duro local y, tras descomprimir, ejecute el fichero 'Setup.exe’.

T manual de Usuaric FTPR-WORD
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After the previous requirements are installed (if required), click the run or save button.

. 1 Mombre:  sefup.exe o e s
Tipo: Aplcaiin, £55 I8 4
m hm-mrﬂ \ mup.exrnemfmonur!memed.:s
| / Tiempo estimada: Jmin 598 (335 KB de 255 KB copiados)
[ Becwsr | [ Gusds | [ Cancelsr | L. o Copata bemgonsl
| Velocidad de transfenencia: 333 KEfA
Camar o diflogo ol completar b descamgs
AU o8 BIVOE (FOcederied S8 Namel pobden BaY (2iel_ eRte
bipsa = archive puede Begar & dafiar ol equips. Sino corflaend
0N, N PGS i QUBKDE et softwirn, Ll og ol + :
= =] 1L J|

Once downloaded, the application can then be installed:
Enetaintion e Al R EH——

No se puede comprobar el fabricante.
:Confirma que desea instalar esta aplicacion?

Nombre:
Edicion Telematica FT-PR

Desde (mantenga el mouse sobre la cadena siguiente para ver el dominio completo):
infproducto.agemed.es

Fabricante:
Fabricante desconocido

Instaler | [ Noinstalar |

Aungue las aplicaciones de Internet pueden resultar de gran utilidad, también suponen un riesgo
@ potencial para su PC. 5i no tiene confianza en la procedencia del software, no lo instale. Mas
informacién...

When running the application for the first time, it will ask the user to log on with their user name and
password, using the same log-on credentials for RAEFAR.

When logging on for the first time to divide a Technical Sheet or Patient Information Leaflet, the rele-
vant packages will be installed for each one of the documents.

La aplicacidn necesita instalar el compenente office de edicign de ficha técnica.
;Desea continuar con el proceso?

] [ o

By clicking ‘Yes’, it will download and install the Office add-in.
1.3.Important : configuring exceptions on the computer
The application requires continuous access to the AEMPS website:

http://infproducto.agemed.es/WebServicesFTPR/

This URL must be added as an exception any firewalls, proxies and antivirus for the correct functioning
of the application and communication with the agency.
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2. MANAGING REQUESTS TO EXTRACT SECTIONS

Once the application is installed, the first step is to enter the username and password on the authenti-
cation screen, using the same credentials used to access RAEFAR.

MINSTERIO
DE SAMIDAD, SERYICIOS SOCIALES
EIGLALDAD .

medicamenlos y

productos sanitarios

Usuario

Contrasena

(s ] [ e |

After the user is validated, the main screen will appear where all the requests to extract sections re-
ceived from the laboratories assigned to the user are managed.

The main screen is divided into four tabs which contain all the requests that have sections that can be
extracted, with extracted sections in progress or extracted sections approved, namely:

e Maedicines in the Process of being Registered (new requests in process and authorised in the EEA,
pending Spain)

e Medicines in the History Log (authorised/suspended)

e Variations in Process that affect the Technical Sheet and/or Patient Information Leaflet

e Edition of Administrative Data (Confirmation of changes caused by Variations that affect Adminis-

trative Data)

By default, the requests from the laboratory that the user has indicated as ‘main’ will be loaded. Using the
magnifying glass of the main laboratory, this can be changed to any of the assigned secondary laboratories.

The search can be filtered according to several fields such as the name of the medicine, provisional
number, status of the technical sheet/patient information leaflet.

2l GESTION FICHA TECNICA Y PROSPECTOS — [m] X

am

GESTION DE DOCUMENTOS FRACCIONADOS
Y EDICION DE DATOS ADMINISTRATIVOS

FILTRO MEDICAMENTOS EN CURSO

medicamentos y
productos sa

BUSOUEDA
Laboratorio titular | | T& [®
Tipo de procedimiento -
SECCIONES A REVISAR
- Estado Prospecto < —
-
| Manual
)
RESUL USQUEDA
S EN CURSD  MEDICAMENTOS HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS
Ne Ne
PROVISIONAL PROCEDIMIENTO  MEDICAMENTO SIT. REGISTRO FICHA TECNICA PROSPECTO LABORATORID

2015004666 | DE/H/4343/001/DC ABACAVIR / LAMIVUDIN... | AUTORIZADO EEE. PENDI... TEVA PHARMA S.L....

2015036804 PT/H/1524/001/DC  ABACAVIR/LAMIVUDINA... ESTUDIO PREVIO Pendiente de Aprobaci... | Pendiente de A... AUROYITAS SPAIN...

2016012284 NL/H/3648/001/E... ABACAVIR/LAMIVUDINA...
2016008068 PT/H21192/001/E... ACICLOVIR HIKMA 250 ...

2015035958 ES/H70366/001/DC ACIDO ALENDRONICO/C...
2015035957 ES/H70366/002/DC ACIDO ALENDRONICO/C...
2014007562 PT/H/1244/001/DC ACIDO IBANDRONICO K...

2015027165 UK/H/6127/001/DC ACIDO TRANEXAMICO A...
2014037530 UK/H /DC ACIDO T OE..
2015047251 UK/H/6199/001/DC ACIDO ZOLEDRONICO E...

ESTUDIO PREVIO

AUTORIZADO EEE. PENDI...

ESTUDIO PREVIO
ESTUDIO PREVIO

AUTORIZADO EEE. PENDI...

ESTUDIO PREVIO

AUTORIZADO EEE. PENDI...

ESTUDIO PREVIO

Pendiente de Aprobaci...
Sin fraccionar

Sin fraccionar

Sin fraccionar
Pendiente de Envio

Sin fraccionar
Pendiente de Aprobaci...

Pendiente de Aprobaci...

Pendiente de A...
Sin fraccionar
Sin fraccionar
Sin fraccionar
Sin fraccionar
Sin fraccionar
Aprobada
Pendiente de A...

PHAROS - PHARM...
HIKMA FARMACEU...
TEVA PHARMAS.L....
TEVA PHARMAS.L....
FRESENIUS KABIE...
ACCORD HEALTHC...
EMCURE PHARMA ...
EMCURE PHARMA ...

Coincidencias 833

Sede

Electronica

@
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3. TECHNICAL SHEET/PATIENT INFORMATION LEAFLET BY MEDICINE SECTIONS

The user will have access to requests to extract sections for both medicines in process (New requests)
or medicines already authorised/suspended in the history log.

3.1.Medicines in Process

The first tab, Medicines in Process, details all the requests for New Records and highlighted in yellow
are those that meet the following conditions (and are therefore suitable for carrying out the docu-
ment division request):

e New DC/MRP records, the section extraction phase will begin when the translation phase begins,
day 210 in the case of the DC and day 90 in the case of the MRP.

e New national records, the extraction will commence after the first CODEM.

The query returns all the medicines in process thereby permitting the upload of labelled text files, pa-
tient information leaflet layout and labels in all the records.

AN GESTION FICHA TECNICA Y PROSPECTOS — =] b

GESTION DE DOCUMENTOS FRACCIONADOS
Y EDICION DE DATOS ADMINISTRATIVOS

FILTRO MEDICAMENTOS
" [ [ ;
MNimero provisional = N® Proc. EMEA | | BUSQUEDA
Medicamento | |
Laboratorio titular [ | &l [
Teo dow ok = SECCIONES A REVISAR
Estado Ficha Técnica ~ Estado Prospecto ~
e~
RESULTADO DE LA BUSQUEDA
MEDICAMENTOS EN CURSO  MEDICAMENTOS HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS
DROVISIONAL  PROCEDIMIEN] MEDICAMENTO SIT. REGISTRO FICHA TECNICA PROSPECTO LABORATORIO
2014051830 DE/H/4240/0... ABACAVIR / LAMIV_.. ESTUDIO PREVIO Sin fraccionar Sin fraccionar TEVA PHARMA S_._
2015004666  DE/H/4343/0.. ABACAVIR / LAMIV... AUTORIZADO EEE. P... Aprobada Aprobada  TEVA PHARMA S...
2015020875 ABACAVIR THALA... ESTUDIO PREVIO Sin fraccionar Sin fraccionar THALASSA PHAR...
2016011307 UK/H/B335/0. .. ABACAVIR/LAMIV_ .. ESTUDIO PREVIO Sin fraccionar Sin fraccionar ARISTO PHARMA. __
2015036804 PT/H/1524/0... ABACAVIR/LAMIV... ESTUDIO PREVIO de de AUROVITAS SPAIL ..
2016012284 NL/H/3648/0... ABACAVIR/LAMIV... ESTUDIO PREVIO Pendiente de Envio Pendiente de Envio PHAROS - PHAR...
2016001229 UK/H/E260/0... ABACAVIR/LAMIV... ESTUDIO PREVIO Sin fraccionar Sin freccionar VALE PHARMACE...
2016012685 UK/H/B502/0...  ABACAVIR/LAMIV...  ESTUDIO PREVIO Sin fraccionar Sin fraccionar GLENMARK PHA. .
2015045050 UK/HA4379/0... ABRIFF K-HALER 1... ESTUDIO PREVIO Sin fraccionar Sin fraccionar MUNDIPHARMA, .
2015045049 UK/H/4379/0... | ABRIFF K-HALER 5... ESTUDIO PREVIO Sin fraccionar Sin fraccionar MUNDIPHARMA, ...
1998002689 ABSORLENT MAT... DENEGADO POR LA 1... | Sin fraccionar Sin fraccionar LABORATORIOS ..
2016012242 ACARBOSA BLUEP . ESTUDIO PREVIO Sin fraccionar Sin fraccionar LABORATORIOS
2016012243 ACARBOSA BLUEP... ESTUDIO PREVIO Sin fraccionar Sin fraccionar LABORATORIOS ..
| | | | 1

Permiso para fraccionar o 3 3054

When double-clicking on a record without permission for extracting sections (blank records) a screen
appears where we can upload the aforementioned files. The last document Labelled is a drop-down list
because there are six possible documents that can be uploaded.
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AM INFORMACION 7

ABACAVIR / LAMIVUDINA TEVA 600 MG / 300 MG COMPRIMIDOS RECUBIERTOS CON PELICULA EFG

N° Provisional | Tipo de Solicitud [Descentralizado
Ne Procedimiento |DE/H/4240/001/0C |

Sit. Registro [esTupio PREVIO

Titular TEVA PHARMA S.L.U.

SUBIDA DE OTRA DOCUMENTACION

- . [
Texto Etiquetado | | CARGAR H
T 1 [
Maqueta Prospecto | | CARGAR
Etiquetados e

When double-clicking on a record WITH permission to extract sections (records in yellow), in addition
to being able to upload the files, the user can extract sections from the medicine document.

&AM INFORMACION by

ABACAVIR/LAMIVUDINA AUROVITAS 600 MG/300 MG COMPRIMIDOS RECUBIERTOS CON PELICULA EFG

N@ Provisional ‘ Tipo de Solicitud |Descentralwzadu
N° Procedimiento [PT/H/1524/001/DC |

Sit. Registro [EsTupIO PREVIO |

Titular AUROVTTAS SPAIN, S.A.U.

SITUACION DE FRACCIONAMIENTO

IR A FRACCION ELIMINAR

Ficha Técnica |Per1d\er1te de Aprobacién | D.'E(:F"::um B‘Eﬁm&iﬂ
ELIMINAR

Prospecto [Pendiente de Aprobacion | IR A FRACCION FRACCIONAMIENTO

DE PROSPECTO DE PROSPECTO

SUBIDA DE OTRA DOCUMENTACION

0
Texto Etiquetado ‘ | . ' |
0
Maqueta Prospecto | | CARGAR H
Etiquetados -

Using each of the buttons for the technical sheet and patient information leaflet, the user can access
the edit/management template for the selected document.

3.1.1. Status of the Extraction of Sections for Medicines in Process

There are different statuses that determine the enabled editing options.
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e Not extracted

The original status of the document, prior to the commencement of the editing of the extracted sec-
tion of the document.

This status offers the option to copy an already approved technical sheet or patient information leaflet
(buttons to copy existing document) (see section 4.6) so as not to start from zero, such as for example
for different doses of the same medicine whose document has sections in common that are already
completed.

Eremew — W

|| CANDESARTAN HIDROCLOROTIAZIDA CINFALAB 32/12.5 mg COMPRIMIDOS

N° Provisional 2012018549 Tipo de Solicitud Descentralizado

N° Procedimiento NL/H/2674/003/DC

Sit. Registro ESTUDIO PREVIO
Titular LABORATORIOS LICOMNSA, S.A ||
SITUACION DE FRACCIONAMIENTO
) R AERACCIN COPIAFT.
Ficha Técnica Sin fraccionar TECNICA EXISTENTE
Prospecta T e IRAFRACCION Somarr_

e Pending creation

The editing of the extracted section of the document has already begun, the structure of the sec-
tions has been created (minimum of 10 sections on the technical sheet and all the sections of the
patient information leaflet).

e Pending release

Step prior to the release of the document for approval.

e Pending approval

Document already sent for approval This is the status in which the communication phase with
AEMPS begins. The revision of the document by sections is enabled from the SECTIONS TO REVIEW
button on the filter (which indicates the sections that AEMPS have referenced with comments or
changes).

e Approved

Document approved by the AEMPS, the document cannot be edited. The approved version of the
document is the one that will appear in the approved medicine when this is in the history log phase,
as well as in CIMA.

3.2.Medicines in history log

The second tab, medicines in history log, contains all the requests of authorised and suspended medi-
cines, with the details of the status of the extracted sections for each one of them.
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@,

By clicking on each of the medicines, we can access the details of the status of the medicine as well as
the situation of the extracted section thereof.

m oo I
[

AMLODIPINO MYLAN PHARMACEUTICALS 5 mg COMPRIMIDOS EFG

N°® Registro 73178 Tipo de Solicitud Descentralizado

N© Procedimiento  UK/H/2746/001/DC

Sit. Registro AUTORIZADO

Titular MYLAN PHARMACEUTICALS, S LI

SITUACION DE FRACCIONAMIENTO

IR AFRACCION
DEFICHA L e

Ficha Técnica Sin fraccionar TECNICA EXISTENTE

Prospecto Sin fraccionar B%?,Eﬁﬁfmcw E?(IOSHI'EEI'LE

Using each of the buttons for the technical sheet and patient information leaflet, the user can access
the edit/management template for the selected document.

3.2.1. Status of extracted sections of medicines in the history log

There are different statuses that determine the enabled editing options.

Not extracted

The original status of the document, prior to the commencement of the editing of the extracted sec-
tion of the document.

This section also provides the option to copy an already approved technical sheet or patient infor-
mation leaflet (buttons to copy existing document) (see section 3.6).

Pending release
Step prior to releasing the document for review.

Under review

Document already sent for approval For medicines in the history log there is no communication
phase with AEMPS.

The document will change to approved or pending release, should the laboratory need to make any
change to the application.

Approved

Document approved by the AEMPS, the document cannot be edited. The approved version of the
document is the one that appears in the approved medicine, as well as in CIMA.
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4. USE OF THE WORD APPLICATION TO EDIT DOCUMENTS FOR SECTIONS OF
MEDICINES

When instantiating the extraction of sections from the technical sheet or patient information leaflet
using the buttons “GO TO SECTION”, the application opens Microsoft Word as an editor so that we can
work with the same functionalities offered by this text editor (including track changes).

- —
M INFORMACION | —— |

Candesartan Hidroclorotiazida Qualigen Farma 16/12.5 mg comprimidos EFG

N Provisional 2013018414 Tipo de Solicitud Descentralizado

N© Procedimiento MNL/H/2676/002/DC

Sit. Registro ESTUDIO PREVIO

Titular QUALIGEN, S.L.

SITUACION DE FRACCIONAMIENTO

Ficha Técnica Pendiente de Aprobacidn

Prospecto Pendiente de Aprobacidn

4.1.Technical sheet/patient information leaflet. Not extracted

When editing a document that has not any sections extracted using Word for the first time, the appli-
cation will ask:

“The medicine does not contain a technical sheet log of extracted sections. Do you want to start a new
one?”

El medicarmento no contiene registro de Ficha Técnica fraccionada ;Desea
COMMEnzar una nueva?l

J |

When starting a new one, it will load a blank technical sheet template and create the minimum struc-
ture of assigned sections (10 by default) in such a manner so that we can edit each one of them and
then add those required afterwards. The status will change automatically to Pending creation.

If the option to start a new one is not selected, Word will close in order to be able to select another
option from medicine details such as, for example, copy an existing document.
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4.2.Technical sheet/patient information leaflet. Editing in progress

For the statuses pending creation, pending release and pending approval, it is possible to access the
editing controls of the installed Word add-in.

vista

Herramientas SINAEM

I[ZH[91]| saBbccr AaBbCCE AABBC( AABBC( AaBbCA  AaBsCCL

Pega = (2 Tituto 1
o Estilos
= 1 Acciones de documento: ~ =
Ficha
Nombre del Medicamento
'ACIDO ZOLEDRONICO STADA 4 mg/mi
CONCENTRADO PARA SOLUCION PARA
PERFUSION i
FICHA TECNICA
|

0. ADVERTENCIA TRIANGULO NEGRO

[Haga clic aqui para escribir textd]

1.NOMBRE DEL ICAMENTO

[Haga clic aqui para escribir textd]

2. COMPOSICION CUALITATIVA Y CUANTITATIVA

[Haga clic aqui para escribir textg]

2.1 Descripcion ge

[Haga clic aqui para ir textd]

22C

[Haga clic aqui para

221 )

[Haga clic aqui para ]

3. FORMA FARMACEUTICA

[Haga clic aqui para escribir textd]

4. DATOS CLINICOS

[Haga clic aqui para textd]

Pagina:1ded | Palabras: spafiol (Espafia, internacional) (B B == pofsuc U]

The document displays the template with all the sections of the technical sheet/patient information
leaflet that can be edited.

Initially, there is a minimum number of assigned sections, by default these are 10 for the technical
sheet and six for the patient information leaflet, which are obligatory.

Afterwards, the user may assign as many sections as required for the document being edited, to do so
it is necessary to edit the content section by section.

In order to edit the content, position the cursor on the section to be edited. There are two methods for

positioning the cursor on the section to be edited: by 1. NOMBRE DEL MEDICAMENTO
clicking on the content of the section (clicking between - ) )

the square brackets),

[Haga clic aqui para escribir texto]

or, this by selecting the section from the

Actualizar Secciones " o ]
Update sections” drop-down list.

(Elija la seccidn que desea editar) -

0. Avertencia triangulo negro
Il 1 Nombre del medicamento
I ? Composicion cualitativa v cuantitativa
1.1 Descripcion general
1.2 Composicion cualitativa v cuantitativa
1.2.1 Excipiente(s) con efecto conocido
I 3 Forma farmacéutica
Il 4 Datos clinicos
4.1 Indicaciones terapéuticas
4.2 Posologia v forma de administracion
4.2.1 Posologia E|

T T ] 1

. H=ignada EE— . Kprobada

| | |, S P [P W o W 1T
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In both cases, whether from the document or from the drop-down list, the selected section will be
indicated.

P e W ]
=
Estado de la Ficha )
[Pendiente de
Fecha Pri
IF_echa Ultima Revisién
FICHA TECNICA Lo
Actualizar Secciones
[T Nombredel =
0. ADVERTENCIA TRIANGULO NEGRO W o
[Haga clic aqui para escribir texto]
IBRE DEL MEDICAMENTO e
o 250mg/10ml solucién para infusion|
2. COMPOSICION CUALITATIVA Y CUANTITATIVA hlls
[Hag_ra clic aqui para escribir (e.\:(o] B:d“:?;m"gs

In each section of the drop-down list there is a colour that indicates the current status of that section.

On the panel itself, there is a key to the statuses of each section.

Estados de secdones
. Asignada . Aprobada

Actualizada, pendiente de revisidn parla AEMPS
. Pendiente de revisar

e Assigned
Section that has already been assigned/edited and will therefore be assessed by AEMPS.
e Updated, pending review by AEMPS

With the document already sent to AEMPS, this indicates that the section has been modified by the
laboratory and is pending review by an AEMPS reviewer.

e Pending review

With the document already sent to AEMPS, this indicates that the section has been modified by an
AEMPS reviewer and needs to be reviewed by the laboratory.

e Approved

Section approved, this cannot be edited nor deleted, this section will form part of the approved
document in the history log.

Once positioned in the section, it may be edited or deleted from the document (provided it is not an
obligatory section).
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When pressing “Edit”, the panel will change to the colour beige to indicate that the section is being
worked on in edit mode.

Acciones de documentos v ] Acciones de documentos v X

Informacién Ficha
Nombre del Medicamento

—Informacidn Ficha
Nombre del Medicamento

[ ruoms v ansnon s 1 v 230 Mg /10 ml selucion para ﬂ o T2 Mz 280 mg /10 ml solucion para =]
perfusion, EFG perfusion, EFG
[ | =
Estado de |a Ficha Técnica Estado de |a Ficha Técnica
IPend\ente de Aprobacion

IPendiente de Aprobacion
Fecha Primera Aprobacidn

Fecha Primera Aprobacidn I
I Fecha Ultima Revisidn
[30/07/2013

Fecha Ultima Revisién
jo/7/2013

Actualizar Secciones
I- 1 Nombre del medicamento j

—Actualizar Seccione:
I- 1 Nombre del medicamento

[
- Edit Estado de la Seccidn Editar
Estado de la Seccidn Q IF‘endiente oy

IPendiente de Aprobacién Eliminar seccidn

Il

Eliminar seccidn

Guardar cambios Deshacer cambios

Guardar cambios Deshacer cambios

" i Enviar a la |
Vista Previa | .
Vista Previa Enviara Iz EEMES
AEMPS
Estados desecciones
—Estados deseccione: . Asignada . Aprobada
. Asignada . Aprobada Actualizada, pendiente de revisién por la AEMPS
Actualizada, pendiente de revision porla AEMPS . Pendiente de revisar

. Pendiente de revisar

salir

In edit mode the selected section will be enabled so that it may be edited, as well as the buttons “Save
changes” and “Undo changes”.

salir |

Whilst editing a section, it is not possible to access or edit another.

It is possible to modify the content of the selected section and save the changes entered using the save
button, or undo any changes made to the section while in edit mode.

Edit mode ends when the content of the section is undone or saved, once again enabling the preview
controls, send to AEMPS, and the appearance of the panel changes to blue.

4.3.Technical sheet/patient information leaflet. Word add-in additional buttons

In addition to the buttons enabled in edit mode (save and undo changes), the following are also avail-
able:

Eliminate the section from the document, so that it is not included in the final
approved version.

‘ Eliminar seccidn

Generate the resulting PDF of the document’s content. When pressing the button,

Vista Previa . . . . . ..
‘ | the final version of the document with the assigned sections is displayed.

Enviar a |2 To send the document to the Agency upon completion of the editing of the
‘ AEMPS ‘ document’s sections. The document will only be sent to AEMPS once, after this the
document will change to pending approval and the communication period with
AEMPS will commence.
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4.4.Technical sheet/patient information leaflet. Communication period

Once the request to split a document is sent to AEMPS, and this is already pending approval, both the
laboratory as well as AEMPS can add content and/or comments to each one of the sections.

All the changes made to a section will be indicated in red so they may be easily identified from the
content of the section originally sent. Each change made in this status will be marked as a section
pending review by AEMPS. Similarly, any changes saved or modified by AEMPS in this status, will be
marked as a section pending review by the laboratory.

It will not be possible to edit sections that AEMPS has already approved and which are therefore
closed.

4.5.Technical sheet/patient information leaflet. Sections to review

On the main filter there is a button labelled “SECTIONS TO REVIEW” which lists all the documents, new
records, as well as the variations part, that contain sections where AEMPS has changed the content (in
other words, they were previously sent) or added a comment, which must be reviewed before its
possible approval.

agencia espafiola de
LISTADO DE SECCIONES PENDIENTE DE REVISION m predlcspeniongy)

productos sanitarios

FICHAS TECNICAS | PROSPECTOS | VARIACIONES |

Medicamento
Acido ibandrénico RPN HEALTH 150 mg comprimidos recubiertos con pelicula EFG

ACIDO ZOLEDRONICO FARMAGES 4 mg/ 5ml Concentrado para solucion pare perfusion EFG

Medicamentos 2

INFORMACION DEL MEDICAMENTO

Medicamento  Acido ibandrénico RPN HEALTH 150 mg primi recubiertos con pelicula EFG
SECCIONES PENDIENTES DE REVISAR
Seccién Estado Seccién Uitimay IR AEVALUACION DE
Revisién LAFICHA TECNICA
SELECCIONADA
[ 3 4 Posologia 0 a de ad aclo Pendie e de Aprobacio 0 D14

There are three tabs which contain all the documents for technical sheets, patient information leaflets
and variations which already sent to AEMPS. Documents that contain sections where AEMPS has made
changes or added a comment.

When clicking on each one of the documents, the list sections to be reviewed in the selected document
appears.

When pressing the “Go to Evaluation” button, Word opens with the add-in loaded in order to edit the
section in question.
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4.6.Technical sheet/patient information leaflet. Copy existing document filter

Before editing the document for the first time, there is the option to make a copy of the technical
sheet/patient information leaflet, started if it is from the same owner or approved when it is from
different owners.

Access to the copy will be possible provided that the status of the document of the medicine to be
copied is “Not extracted”. In this case the buttons which give access to the selection filter for the
document which will be copied to the selected medicine will be enabled.

Using the copy existing document filter it is possible to search for the medicine by name or by clinical
description.

In the final column of the results there is a copy document button which will make an exact copy of the
document of the medicine searched for in the target medicine selected from the previous filter.

Medicamento Destino  ALA.S. 500 mg comprimidos

Tipo Documento Ficha Técnica

FILTRO DE BUSQUEDA

Descripcién Clinica
Medicamento (VMP)

LISTADO DE MEDICAMENTOS

Nombre Medicamento Medicamento VMP Primera Ultima Acciones

| AMLODIPING QUALIGEN 5 mg comprimidos 25/06/2014 1... | 10/07/2014 1.

AMLODIPING GUALIGEN 10 mg comprmds —— — | 20/06/20145.__ 10/07/2014 1| Coptar - Teomien_
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5. VARIATIONS OF A TECHNICAL SHEET/PATIENT INFORMATION LEAFLET BY
SECTIONS

The third tab of the main filter displays the data of the variations that affect the technical sheet and the
patient information leaflet that have medicines edited using the new Word add-in, with details of the
rules, group numbers and status of the extracted section of the variation.

AN GESTION FICHA TECNICA Y PROSPECTOS - O X
GESTION DE DOCUMENTOS FRACCIONADOS l“l agencia espancla oo
Y EDICION DE DATOS ADMINISTRATIVOS ® et
FILTRO VARIACIONES
N rowastn | ) —
| | B UEDA
Laboratorio titular | | [&] [#
Tipe envio Var. Nueve Reglamento ~ | Tipo Vanacién ~
SECCIONES A REVISAR
Fase variacion ~ | Est Variacién ~
N
™
RESULTADO DE LA BUSQUEDA
MEDICAMENTOS EN CURSO MEDICAMENTOS HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS
Ne Ne I Estado i Me "
A i6n Variacién Tipo Tipificacion Va1a;|on N2 Registro Medicamento Fase Afe
Fraccion
2010/04749/1B  2010/60985/1___ |IB IBin-1 60985 GLUCOSA 5% BIOMENDI. SOL____ | Tramite 1
2010/04857/11  2010/55962/1_. |1l Cl4 55962 DAKTARIN GEL ORAL Tramite 1
2010/04925/1B  2010/70105/1... |IB 1B in-1 70105 KETOROLACO TROMETAMOL ... | Tramite 1
2010/04969/1B  2010/70103/1._. |IB IBin-1 70103 KETOROLACO TROMETAMOL ... | Tramite 1
2010/04981/11  2010/57593/1.. | I Cl4 57593 TOBREX UNGUENTO OFTALM... | Tramite 1
2010/05001/11  2010/57594/1__ | I Cl4 57594 TOBREX Tramite 1
2010/05131/11 | 2010/53366/1_. |1l Cl4 53366 VARSON CAPSULAS Tramite 2
2010/05151/1B  2010/66262/1.. 1B AZb Pendiente de Cre_.. 66262 CITALOPRAM UXA 20 mg COM__.  Tramite 2
2010/05151/1B  2010/66263/1___ 1B AZb Pendiente de Cre__. 66263 CITALOPRAM UXA 30 mg COM___ | Tramite 2
2010/05243/11  2010/35027/1.. | I Cl4 35027 AZ0L POLVO Tramite 1
2010/05255/1B  2010/61109/1._. | IB 1B in-1 61109 CRISTALMINA 10 mg/ml SOLU... | Tramite 1
2010/05281/1B  2010/61110/1_. |IB Clzéb 61110 CRISTALMINA FILM Tramite 1
2010/05498/1B  2010/65298/1__. |IB IBin-1 65298 MEPIVACAINA NORMON 3% 5. | Tramite 1 o
< >
Variacién con acceso a fraccionamiento Coincidencias 37533

The query returns all the variations (previously it only allowed those that permitted sections to be
extracted), and allows the labelled text files, patient information leaflet layout and labelled files.

The variations that allow files to be uploaded are those that still have not been evaluated yet, in other
words, those that do not have a final status (authorised, denied, withdrawn), all have extracted sec-
tions from the technical sheet/patient information leaflet or not.

As with the case of medicines, only the records highlighted in yellow may be selected in order to edit
the extracted section of the technical sheet and patient information leaflet of the variation.

When double-clicking on a record WITHOUT permission to extract sections (blank), a screen appears
where we can upload the aforementioned files.

For variations it is possible to upload each file to each of the medicines affected by the selected varia-
tion. Therefore, each medicine of the variation yet to be assessed will appear on the drop-down list.
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Every time one of these is selected, an upload panel appears with three possible types of documents to
upload.

&AM INFORMACION X

Agrupacion : 2010/05977/1B

Solicitante  [CSL BEHRING, S.A.

Variacion  [B.La.3.2 | Tipo[B | Reglamentn

Descripcion | Cambio del tamarfio del lote (incluyendo los intervalos de tamarios de lotes) de sustancia activa o productos intermedios - Hasta un
aumento de 10 veces del tamafio de lote aprobado actualmente

Fracer | R
Fraccién variacién solicitud | 'FaMIte

SUBIDA DE OTRA DOCUMENTACION (solo medicamentos de variaciones no evaluadas todavia)

Medicamentos Afectados |HAEMATE P 2400/1000 UI POLVO Y DISOLVENTE PARA SOLUCION INYECTABLE O PERFUSION. V‘

B IAEMATE P 2400/1000 U POLVO Y DISOLVENTE PARA SOLUCION INYECTABLE O PERFUSION.
Texto Etiquetado HAEMATE P 1200 UI/500 UI POLVO Y DISOLVENTE PARA SOLUCION INYECTABLE O PERFUSION.
HAEMATE P 600/250 UI POLVO Y DISOLVENTE PARA SOLUCION INYECTABLE O PERFUSION.

[
Magqueta Prospecto | | CARGAR H

Etiquetados ~

When double-clicking on a record WITH permission to extract sections, in addition to being able to
upload the files, we can access the splitting of the variation.

aM INFORMACION x

Agrupacién : 2010/05151/1B

Solicitante  |UXA FARMA, S.A.

Descripcién | Cambio de |a denominacidn (arbitraria) del medicamento - Para productos autorizados con arreglo al procedimiento nacional

Estado - Fase
Fraceion variacign [Pendients de Creacion Soicitua

MEDICAMENTOS AFECTADOS

Medicamento variacion Medicamento Medicamento

F. Técnica Prospecto
SN C11ALOPRAM UXA 20 mg COMPRIMIDOS RECUBIERTOS CON... 2010/ 66262/18/0007 Sin Fraccion — Sin Fraceion |
CITALOPRAM UXA 30 mg COMPRIMIDOS RECUBIERTOS CON... 2010/66263/1IB/0007 Aprobada Aprobada

Variacion de Ficha Técnica Variacién de Prospecto
- P IRA
Afecta a ficha técnica ~ FRACCION Afecta a prospecto - IR Aﬂ"

SUBIDA DE OTRA DOCUMENTACION (solo medicamentos de variaciones no evaluadas todavia)

Medicamentos Afectados CITALOPRAM UXA 30 mg COMPRIMIDOS RECUBIERTOS CON PELICULA EFG ~
0
Texto Etiquetado | | O ' '
0
Magueta Prospecto | | CARGAR H
Etiquetados ~

This information screen displays the phase of the variation on RAEFAR, as well as the status of the
extracted section of the variation, description, type of variation, rule.

Using the same variations filter, there is also the option to access other types of requests (revalida-
tions, error corrections, transfers of ownership, notifications concerning article 61.3, change of

representatives).
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M GESTIOM FICHA TECMICA Y PROSPECTOS

GESTION DE DOCUMENTOS FRACCIONADOS

Y EDICION DE DATOS ADMINISTRATIVOS

FILTRO VARIACIONES

RESULTADO DE LA BUSQUI
MEDICAMENTOS EN CURSO M

HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS

medicament y
@ productos sanitarios

Ne Solctud [ i E—
BUSQUEDA
ito [ |
Laboratorio titular | | Q| [=
Tipo envio Otras solicitudes ~ | Tipe Solicitud ~
Var_ Nuevo amento SECCIONES A REVISAR
Fase to Otras solicitudes Estado Fraccién Solicitud ~
o B
/| Manual
aie|

. Ne Estado ] Me . 2

N2 Agrupacién Variacion Tipo Tipi Vma;lon N2 Registro Medicamento Fase Ale Descripcion
Fraccion

1908/472006/0001 08472006 10 10 | En borrader 08472006 XARELTO 10 mg COMPRIMIDO... Hist... 1 |Comeccién de Ero
1908/472007/0001 08472007 o 10 | En bommador 08472007 XARELTO 10 mg COMPRIMIDO... Hist... 1 |Cemeccién de Bro
1908/472008/0001 08472008 10 10 | En borrador 08472008 XARELTO 10 mg COMPRIMIDO... Hist... 1 |Comeccién de Ero
1911/37714/0003 37714 o 10 | Aprobado 3aFna LIDOCAINA B. BRAUN 50 mg/__. Hist___ |1 |Comeccion de BEmo
1911/39984/0004 39984 10 10 | En borrador 39984 PSICO BLOCAN COMPRIMIDOS | Hist 1 |Comeccién de Emo
1911/40135/0007 40135 o 10 | Aprobado 40135 POLARAMINE 5 mg/ml SOLUCI__. Hist.__ |1 |Comeccion de bro
1911/40628/0001 40628 06 06 |Enviado 40628 CELESTONE CRONODOSE 2ml | Hist... 1 |Renovacién Quing
1911/40729/0005 40729 L] 10 | Aprobado 40729 POLARACREM 2 mg/g + 5mg/___ Hist.__ |1 |Comeccion de bo
1911/40729/0006 40729 06 06 | En trémite 40729 POLARACREM 2 mg/g + S5mg/... Hist... 1 |Renovacién Quing
1911/40729/0006 40729 06 06 | Enviado 40729 POLARACREM 2 mg/g + 5mg/___ Hist___ 1 Renovacion Quing
1911/41161/0001 41161 10 10 | Desestimado por... 41161 VARIDASA COMPRIMIDOS Hist 1 |Comeccién de Emo
1911/41510/0003 41510 06 06 |Enviado 41510 DIMINEX ANTITUSIGENO ADO... | Hist 1 |Renovacion Quing
1911/42399/0005 42399 (11 06 | En tramite 42399 CELESTODERM 1mg/g + Tmg... Hist... 1 Renovacion Quing ..
< >

Coincidencias 5187

Below follows the breakdown of the medicines affected by the variation or other request, and the
status of the extracted section of both the technical sheet and Patient Information Leaflet documents.
Editing in Word is only permitted for those medicines where the extracted section status is ‘approved’.

For both the technical sheet and the patient information leaflet, we can select whether the variation or
other request affects the document or not, simply by changing the option in the drop-down list for
each one of the documents.

Variacion de Ficha Técnica

Afecta a ficha técnica E FHAE&GH

If the variation does not affect either of the documents, the ‘send to agency without changes’ button
will become available:

Variacion de Ficha Técnica Variacion de Prospecto

Afecta a ficha técnica FRA[RL(?ION Afecta a prospecto FRAI[R;SON

If the variation does affect the documents, by clicking on each of the “Go to section” buttons, the
edit/manage screen of the variation template for the selected document will appear.

ENVIAR

AEMPS SIN
CAMBIOS
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5.1.Status of extracted sections of variations

There are different statuses of extracted sections that determine the enabled editing options.

e Pending creation

Extracted section of the open variation with or without changes but still not sent.

e In Process

Variation already sent to AEMPS. This is the status in which the communication phase with AEMPS
begins. The revision of the document by sections is enabled from the SECTIONS TO REVIEW button
on the filter (which indicates the sections that AEMPS have referenced with comments or changes).

e Evaluation complete

Variation complete, affects a section or not, the variation template can no longer be edited.
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6. USE OF THE WORD APPLICATION TO EDIT DOCUMENTS FOR SECTIONS OF
VARIATIONS

The Word add-in panel for variations is very similar to that of medicines, but there are differences, such
as the selection of the medicine on which to work from the drop-down list of affected medicines (the
listed medicines indicate that they are approved for extraction in Word), as well as the manner to save
the situation.

A blank template for the document and depending on the selected medicine it loads all the approved
sections for the medicine.

Inicio | Insertar Disefio de pagina Referencias Correspondencia Revisar  Vista Herramientas SINAEM @
# Cortar SN &4 Buscar -~
= a2 AaBbCCL  AaBbCcL AABBC( AABBC( AaBbCcl 4aBbCCcL =
i Copiar 5 25 Reemplazar
Pegar . B = « Cambiar
227 & copiar formato ||[NLA S wabe i, |13t Aa || - A ||| & Trtule 1 eotilos+ || s Seleccionar ~
Portapapeles i Fuente Estilos Edicién
B e e i de documentes -

Informacién de la Variacion

[Seleccione medicamente -

Tipo Variacién

BllaZa

Deseripain

Cameio de = foma o dmensones de s frma =
E capsulas

[NENERES]

Gvulos vaginales de liberacién inmediata

FICHA TECNICA .
Fecha Alta

30/06/2014

Estado

Pendiente de Creacién

0. ADVERTENCIA TRIANGULO NEGRO
[Haga clic aqui para escribir textd]

1. NOMBRE DEL MEDICAMENTO
[Haga clic aqui para escribir textd]

S5 A3 2

2. COMPOSICION CUALITATIVA Y CUANTITATIVA
[Haga clic aqui para escribir textd]

2.1 Descripcién general
[Haga clic aqui para escribir textd]

22¢ icié itativa y itativa
[Haga clic aqui para escribir texto]

2.2.1 ipi (s) con efecto conocid
[Haga clic aqui para escribir textd]

3. FORMA FARMACEUTICA
[Haga clic aqui para escribir textd]

R R RN R AR RN

4. DATOS CLINICOS
[Haga clic aqui para escribir textd]

4.1 Indicaciones terapéuticas
[Haga clic aqui para escribir textd]

4.2 Posologia y forma de administracién
[Haga clic aqui para escribir textd]

[Haga clic aqui para escribir textd] =

422 Formade i 6n hd
igina: 1 ded | Palabras: 566 | Espafiol (Espafia, intemacional) [EEEEE

Pt oI5t 3

»

o)

Once the medicine to be worked on has been selected, it loads the template with all the relevant data,
and as with medicines, select the section to edit by placing the cursor over the content of said section
or by using the drop-down list of sections and clicking the edit button (the panel changes to the colour
beige, edit mode) and the content of the section can be edited or new content entered in a section that
does not yet exist in the final document of the medicine.

MINISTERIO DE SANIDAD,
SERVICIOS SOCIALES E
IGUALDAD

Sede . Pégina 20 de 26

Electronica Agencia Espafiola de

Medicamentos y Productos
Sanitarios, AEMPS



Nombre de la Aplicacién

Titulo del documento

Sede electronica de la Agencia Espafiola de Medicamentos y Productos Sanitarios

@,

% Cortar A 3 Buscar
- AABBC( AABBCt AaBbCcl 4aBbCcL b
(3 Coplar ; IRt ncempiaar
Pegar N & 8§ - abe x, x* Aa-|[®®- A Titulo 1 ambiar
S Copiar formato ||L = J Il Ji|L =2 = | v G
Portapapeles o Fuente Estilos Edicién
R T e e e g B hcciones de docamentos - x

Informacién de la Variacién

MedicamentosAfectados:

[AMLODIPING QUALIGEN 5mg comprimidos -
Tipo Variacion

AT

Descripcién

‘Supresién de stios de fabricacion fncluidos los de una
suster p eminado, sfio ]
de embalsje, fabricante responsable de Is iberacién de
lotes, stio en <l que se reaiiza el cortrol de lotes o -
Fecha Alta

23/06/2014

Estado

Pendiente de Creacion

- FICHA TECNICA

0. ADVERTENCLA TRIANGULO NEGRO
Bituacion comun 5 y 10 cambio

Actualizar Secciones

1.NOMBRE DEL MEDICAMENTO AMLODIPING QUALIGEN 5mg comprimides

[AMLODIPINO QUALIGEN 5 mg comprimidos especifico

] -

2. COMPOSICION CUALITATIVA Y CUANTITATIVA (Elja Ia seccion que desea editar) -
fueva situacion comun 5 y 10

Estado de la Seccidn Editar

2.1 Descripcion general = Desvinvular Secc
[Haga clic aqui para escribir textd]
Situacién comin a todos los medicamentos
2.2 Composicion cualitativa y cuantitativa Situacién especifica por medicamento
[Haga clic aqui para escribir texta]

Guardar cambios Deshacer cambios
2.2.1 Excipiente(s) con efecto conocido
[Hasa clic aqui para escribir texta]

Gestidn de Documento

Documento Enviar ala
Aprobad

3. FORMA FARMACEUTICA

Vista Previa

[B3333 AEMPS
1 Estados de secaones
4. DATOS CLINICOS . Asignada . Aprobada . Rechazada
Ba444 ndiente de revision por a AEMPS
4.1 Indicaciones terapéuticas
[Haga clic aqui para escribir texto] :

o

4.2 Posologia vy forma de
gina: 1 de4 | Palabras: 540 Espaiiol (Espafia, intermacional) [[E/Eai= = = Jagssf mortes, 22 de julio de 2014

Pa

In edit mode, when saving the content of each one of the sections, the software will ask what type of
save is required for the edited section:

(") Situacidn comin a todaos los medicamentos

(7 Situacidn especifica por medicamento

Guardar cambias

‘ Deshacer cambios

e Situation common to all medicines

The saving of the content of the section will apply to all medicines affected by the variation (drop-
down list of medicines), in such a manner that section X will display the same content in each one of
the medicines.

The evaluation of the section will be common to all medicines, in other words it will be approved or
rejected for all.

e Specific situation for medicines

The saving of the content of the section will apply only to the medicine being edited from those se-
lected from the drop-down list of medicines in such a manner that section X will display different
content in each one of the medicines.

In other words it will be necessary to select the different medicines and enter the data for the sec-
tion for each one of them.

The evaluation of the section will be specific to all the medicines, in other words, the same section
may be approved for one medicine but rejected for another.

Note: For the sections that contain part of the editable title, this title must be entered independ-ently
for each one of the affected medicines, regardless of the save type selected.
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The “Undo changes” button restores the previous content of the section. If the section has just been
assigned to the variation and it has not yet been saved, the undo changes action enters the content
from the section of the document in the history log, provided that this section is in the approved
document.

On the panel itself, there is a key to the possible statuses of each section of the variation:

Estados de secdones

. Agignada . Aprobada . Rechazada

Actualizada, pendiente de revision porla AEMPS
. Pendiente de revisar

e Assigned
Section that has already been assigned/edited and will therefore be assessed by AEMPS.
e Updated, pending review by AEMPS

With the document already sent to AEMPS, this indicates that the section has been modified by the
laboratory and is pending review by an AEMPS reviewer.

e Pending review

With the document already sent to AEMPS, this indicates that the section has been modified by an
AEMPS reviewer and needs to be reviewed by the laboratory.

e Approved

Section approved, this cannot be edited nor deleted, this section will form part of the approved
document in the history log if the variation is later authorised.

e Rejected

Section rejected, this cannot be edited nor deleted, this section will NOT form part of the approved
document in the history log even if the variation is later authorised.

6.1.Additional word add-in buttons for variations

In addition to the buttons enabled in edit mode (save and undo changes), the following are also available:

This button disassociates the section of the variation from all the content of the
section that would have been entered for the section. If the section contains content
approved in the history log, it enters the information from this section, otherwise the
section will remain blank.

‘ Desvinvular Secc

Generate the resulting PDF of the document’s content. This displays the final

| e ‘ document with the sections assigned for the variation including the sections that
are currently in the history log for the document of the medicine selected from the
drop-down list.
D marekin View of the document in PDF currently approved in the history log for the medicine
Aprobado selected from the drop-down list.
Errez 5 This sends the document to AEMPS once the sections of the variation have been
AEMPS edited, this applies to both the technical sheet and the patient information leaflet.

In other words, the sending of the variation is unique, regardless of whether it is
done from the technical sheet parts or the patient information leaflet.
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If the variation affects both documents, at least one section must be assigned to each one of them.

The document will only be sent to AEMPS once, after this the extracted section of the variation will
change to “In Progress” and the communication period will commence.

6.2.Situations of importance for variations

e Extracted medicine that is approved in parallel to the variation

Imagine that the variation affects three doses of 10, 20, 40 mg and only the sections for doses of 10
and 20 are approved.

When applying the variation, it is assigned to section 1, section 4.1 and section 6.5, but only the two
approved doses have been taken into consideration, in the case of the dose for 40, as it does not
have an approved section there is no access to edit the sections.

The fraction for the doses of 40 is approved, therefore when entering the variation, a message simi-
lar to that below will appear:

B AVISO: Se han fraccionade en paralelo a ficha técnica y/o prospecto de
" los siguientes medicamentos:

AMLODIPIMNG QUALIGEN 5 mg comprimidos
AMLODIPING QUALIGEM 10 mg comprimidaos

La wariacién en curso afectara a las nuewvas seccicnes. Revise las
situaciones propuestas de las secciones afectadas por la variacion y
asegurese que ha tenide en cuenta los medicamentos de la lista
indicada.

In other words, it is necessary to also consider the situations for the doses of 40 mg. So that the as-
signed sections are specific per medicine, it is necessary to enter this situation for the doses of 40
mg, but for the sections in common, if there is already a situation it will be necessary to adapt it to
40 mg as well, because otherwise when it is approved the change will be made to one for 40 mg,
without knowing whether the change was that which applied for this dose of 40 mg.

e Section modified by a variation approved in parallel.

When a variation is approved, it may be that the section it affects is also contained in a variation in
process/pending resolution.

In this case, for the pending variation, when editing
the section the edit and save buttons are dis-abled
for that section until we mark that we accept the

changes that have been made to the cur-rent AVISO IMPORTANTE m

section in the history log. La situacién ACTUAL de esta seccién ha -
cambiado, por una modificacion en el histérico o a

Once the message is accepted, it will be possible to causialdeFl{a apmlbac:if:n de una variacién en |
. . . . _ paralelo. Revise |la propuesta y tenga en cuenta la

once again edit the section, adapting the pro-posed nueva stuacion actual

situation taking into account the current one for

the section, which can be viewed by clicking the

“Approved Document” button which indicates the current situation of the history of the medicine.

B 1. Nombre del medicamento -
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6.3. Editing administrative data

N GESTION FICHA TECNICA Y PROSPECTOS - o X
GEST|O|\:| DE DOCUMENTOS FRACCIONADQOS m G O
Y EDICION DE DATOS ADMINISTRATIVOS ® produtos san
FILTRO EDICION DE DATOS ADMINISTRATIVOS
Whwackie | L m—
| | BUSQUEDA
Laboratorio titular | | @A
Tipo Variacién <
SECCIONES A REVISAR
[Fror
2™
RESULTADO DE LA BUSQUEDA
MEDICAMENTOS EN CURSO MEDICAMENTOS HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS
e N2 Punto Confirmar Datos Permizo
N® Agrupacién Medicamento Registro N* Variacién Afeclado Administrativos Edicion
ACCUSOL 35 POTASIO 2 mmol/L SOLUCION __ m e e e e VER SITUACION
UK/H/D839/IA/022/G | ACCUSOL 35 POTASIO 2 mmol/L SOLUCION ___|67611 UK/H/0839/001/1A/D22/G | Fabricante de___ | VER SITUACION | 02/08/201
UK/H/0839/1A/022/G | ACCUSOL 35 POTASIO 4 mmol/L SOLUCION ___ | 67612 UK/H/0839/002/1A/022/G | Fabricante de... | VER SITUACION | 02/08/201
UK/H/0839/1A/022/G | ACCUSOL 35 POTASIO 4 mmol/L SOLUCION __ | 67612 UK/H/0839/002/1A/022/G | Fabricante de... | VER SITUACION | 02/08/201
UK/H/0813/001/1A/021 | ACCUSOL 35 SOLUCION PARA HEMOFILTR . |67610 UK/H/0813/001/1A/021 | Fabricante de... | VER SITUACION | 04/10/201
2016/37711/1B/G ACETILCISTEINA RATIOPHARM 200 mg polv_... | 63267 2016/63267/IA/0077/G | Fabricante de_. | VER SITUACION | 19/09/201
2016/103998/1A ACIDO ACETILSALICILICO FARMALIDER 75 __ | 78184 2016/78124/1A/0003 Fabricante de___ | VER SITUACION | 24/10/201
ZZ/M/5299/001/1/001 | ACIDO ZOLEDRONICO AGILA 5 MG/100 ML __. | 79700 ZZ/M/5299/001/1/001 | Lab. Titular/L . | VER SITUACION | 247107201
UK/H/5299/1B/0001/G | ACIDO ZOLEDRONICO AGILA 5 MG/100 ML __. | 79700 UK/H/5299/001/1B/000... | Nombre del m__. | VER SITUACION | 24/10/201
PT/H/DE53/001/11/0010 | ACIDO ZOLEDRONICO KABI 4MG/SML CONC__ | 77261 PT/H/DE53/001/11/0010 | Fabricante de... | VER SITUACION | 10/10/201
PT/H/DE53/1A/013/G | ACIDO ZOLEDRONICO KABI 4MG/SML CONC... | 77261 PT/H/0653/001/1A/013/G | Control del lote | VER SITUACION | 02/11/201
DE/H/3280/IA/012/G | ACIDO ZOLEDRONICO MCM PHARMA 4 MG/__ | 76804 DE/H/3280/001/1A/D12/G | Envases VER SITUACION | 26/10/201 ¥
< >
Coincidencias 1082

In the case of variations that affect Administrative Data, and once the extracted section is completed
and evaluated by AEMPS, the requester will have to log on to confirm the administrative data generat-
ed by the variation.

This is accessed from the EDIT ADMINISTRATIVE DATA tab. This applies to variations that affect
administrative data and which have been validated/authorised and only this edit remains pending
(and subsequent review by AEMPS) before finalising/sending the request for signature.

These administrative data must be confirmed in a specific order when they affect the same point and
the same medicine, for the correct replication of the data from a later variation. In other words, so that
medicine X is affected by two variations relating to a change of manufacturer in the same point, until
the first is confirmed by AEMPS, there will be no access to subsequent ones.
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In order to access the data, click the VIEW SITUATION button.
| o |
RESULTADO DE LA BUSQUEDA
MEDICAMENTOS EN CURSO MEDICAMENTOS HISTORICO VARIACIONES EDICION DE DATOS ADMINISTRATIVOS
* Ao Mot . Ve

ACCUSOL 35 POTASIO 2 mmol/L SOLUCION __. UK/H/0839/001/1A/022/G

UK/H/0839/1A/022/G ACCUSOL 35 POTASIO 2 mmol/L SOLUCION ... | 67611 UK/H/0839/001/1A/022/G | Fabricante de. 2 2/08/201
UK/H/0839/1A/022/G ACCUSOL 35 POTASIO 4 mmol/L SOLUCION _.. 67612 UK/H/0839/002/1A/022/G | Fabricante de... | VER SITUACION | 02/08/201
UK/H/0839/1A/022/G ACCUSOL 35 POTASIO 4 mmol/L SOLUCION _.. 67612 UK/H/0839/002/1A/022/G | Fabricante de... | VER SITUACION | 02/08/201
UK/H/0813/001/1A/021 | ACCUSOL 35 SOLUCION PARA HEMOFILTR.. 67610 UK/H/0813/001/1A/021 Fabricante de__ | VER SITUACION | 04/10/201

~ ——— — e
“f VISOR DE ACTUAL/PROPUESTA PARA CONFIRMAR, DE LA SOLICITUD: PT/H/3890/01-03/1A/009 - Fase de Validacién - VALIDACION - CAMBIO EN PUNTQ 25.1.2/2... E X )

Codigo AT Medicamento MONTELUKAST UR 10 mg COMPRIMIDOS RECUBIERTOS CON PELICULA EFG -

AMEITO | SITUACION ACTUAL/PROPUESTA EAF | SITUACION ACTUAL | SITUACION PROPUESTA

Tipo [A

Alcance  Supresitn de sitios de fabricacién {incluidos los de una sustancia activa, producto intermedioo =
Cambio 25.1.2/251.A/251E/25.2/253 -

251X~ Liberador / Controlador / Analisis | 2.5.2 - Fabri del 2.5.3 Fabri del principi =

2.5.1.a) “Fabri i ©i de la liberacion del lote en el EEE |
* Nonbre [a)(#]
* Direccién I
* Localidad * Cod. Postal * Pais 1

* Nimero de Autorizacion del fabricante

() Adjuntar copia de la(s) izacion(es) del fabri (A 5.6).o

() Indicar referencia EudraGMP de la autorizacién del fabricante:

Si esta disponible:
() Adjuntar ultime certificade NCF(Anexo 5.9), o

I * E-mail * Fax * Telefono
|
|
|
|
|
I
|
I
L
I §
I ) Indicar mimero de referencia del certificade EudraGMP:

|

|

I

Y I

(D Leyenda Colores Tabla A.%;’;Ir :
Nombre de la i Ne A i
SIEGFRIED GENERICS LTD [mLo11 [©] =
[ [Py =l L !

Here it is possible to view the current/proposed situation of the affected point, the current and pro-
posed complementary situation in two text boxes in the case that it is a eAF request, and the authorisa-
tion instructions of the evaluator in the case that it is a variation of a request of a rank higher than IB/II
or IA which affects packaging.

Once confirmed, AEMPS shall validate that these data have been entered correctly.
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7. PROCESS FOR AUTHORISING VARIATIONS WITH EXTRACTED SECTIONS

Once the evaluation of a variation of the new system for extracting sections is complete, the following
process shall include:

e All sections evaluated and APPROVED of the variation shall form part of the final document for both
the technical sheet as well as the patient information leaflet for medicines affected by this variation.

e In the case of sections of the variation being evaluated and REJECTED , the section on the final
document will not be changed.

e The document for the technical sheet or patient information leaflet with the changes to the sections
affected by a variation will be generated in the paths of RAEFAR.

An automatic search shall be carried out of all the variations pending in any of the phases of the medi-
cines affected by the variation, as well as the same approved sections, and a message will be displayed
stating that the original situation for the section has been changed for the authorised variation and
that it is necessary to adapt the proposal in relation to the new situation (See point 6 .2).
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