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1 Introduction

We are very pleased to present the Online Variation Submission application, the first phase of the
Pharmnet.Bund.de Electronic Application Filing Module. The Online Variation Submission application
provides both the pharmaceutical industry and the CAs with a highly modern, safe, and reliable method
for the electronic submission of national variations pursuant to § 29 German Drugs Law (AMG) and
European variations according to Regulation 1084/2003/EC to www.pharmnet.bund.de . Please take the
time to familiarise yourself with the various functions described in this manual.

The Online Variation Submission application enables pharmaceutical companies both to create national
variations in accordance with § 29 German Drugs Law (AMG) and European variations (pursuant to
Commission Regulation (EC) 1084/2003) using the data stored with the Competent Authorities (CAs), and also
to submit these generated variations directly to the CAs.

As with any software, the Online Variation Submission application is undergoing continual development. The
version that is presented here supports the functions described in this manual. This development phase,
moreover, has seen the adoption in the planning process of other functions for future extension of the
application. These other upgrades of the Online Variation Submission application and the extension to cover
other types of applications, such as Marketing Authorisation Applications, are planned for the time immediately
after the application is launched.

2 Basic Principles

2.1 Legal basis
Variations for national approvals are to be submitted to the national licensing authorities.

+ For approval on a purely national level, the applicant must notify the CA without delay pursuant to § 29
Abs. 1 AMG by providing the appropriate documentation where there are changes to the product
information and documentation as defined by 8 22 to § 24a and 8 25b. Following the issue of the
Marketing Authorisation, the Marketing Authorisation Holder (MAH) must comply with this obligation.

¢ Inregard to changes of national authorisations which are issued by means of the mutual recognition
procedure (MRP), or the decentralised procedure (DCP), the provisions of the Commission Regulation
(EC) 1084/2003 apply.

Use of the Online Variation Submission application is currently voluntary because the submission of an
electronic application is not required by either the AMG or the AMG e-Submission Ordinance (AMG-EV). Since
the current registration procedure does not yet satisfy the requirements of the German Signature Law, the
following documentation must also be submitted to the CAs in paper along with the electronic submission when
using the online application:

+ Variation form (generated automatically by the application);

¢ Expert reports (regulation from the AMG eSubmission ordinance);

+ Product information, where the variation content is not adequately described in the variation form.

Users of the Online Variation Submission application must accept the currently valid German Terms and
Conditions of Use (GTC Use). The GTC of Use can be accessed on the Submit page.

Use of the PharmNet.Bund portal is subject to the “Declaration and Notice on Liability, Links and Linking,
Copyright, Data protection” found under the “Legal Notice” (“Impressum”).

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Elektronizche Anderungsanzéige i3t ein Telprojekt der elektronischen Antragsstellung, das in samner Endausbaustufe
dar antragestellung an die Bundesoberbehdrden (unter Bardcksichtigung dar rechtlichen Rahmenbadingungan) fiar alle

2.2 Technical principles

The Online Variation Submission application is a web-based application enabling the generation of online
variation forms. All entries and attached documentation are stored directly on the target computer at
PharmNet.Bund. It is not possible to generate variation forms when offline.

The application is available from Monday to Friday between 8 am and 6 pm. An information notice will be
displayed outside of these hours.

Vielen Dank fir Ihr Interesse an den Elektronischen Anderungsanzeigen.
Bitte besuchen Sie uns innerhalb der unten angegebenen Servicezeiten wieder.

Mo. - Fr. von 8:00 Uhr bis 18:00 Uhr

It is strongly recommended that users of the application have a high-speed internet connection (broad band).
The following system requirements and recommendation also apply:

In order to render a paper version of variations pursuant to (EC) 1084/2003, users are required to use the Word
2003 Viewer. This is available as a Download free of charge. Where the generated versions are to be modified
pursuant to (EC) 1084/2003, e.g. for conventional submission in other Member States, users will require a
Microsoft Word-compatible word processing program, version 2003 and later.

The application has been developed and tested using the web browser Internet Explorer Version 6 and Adobe
Acrobat Reader Version 6. It is, therefore, recommended not to use earlier versions. The full functionality of the
application cannot be guaranteed when using alternative web browsers (e.g. Firefox).

The following figure illustrates the underlying technical structure.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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svstem BVL, PEI) DMS Tagesproduktion PharmNet
1. Users go to www.pharmnet.bund.de and enter username and password before proceeding to access

the Online Variation Submission application.

on the PharmNet server.

The application provides the online forms and contents. Documents uploaded by the user will be stored

As long as the variation has not been submitted, the data are available only to the MAH and other

persons authorised by it - i.e. the CAs do not have any access to data and documents that have not yet

been sent.

The “Submit” procedure makes the data available to the CAs by means of the import application.
The CAs ‘collect’ the data and integrate it within their own independent data systems.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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3 Registration

The Registration tool is an independent application and is not part of the Online Variation Submission product.
Information on registration is made available on the BfArM homepage for example.

4 Screen Layout

4.1 Start screen

The navigation is arranged with various logical aspects and a repetitive structure so that it can be used
intuitively.

The pages have both a header and footer with the logos of PharmNet.Bund and the institutions contributing to
PharmNet.Bund. Under the header on the right, there is a link to the contact form which enables users to ask
guestions to the Helpdesk about applications at PharmNet.Bund. The left margin is where the navigation bar is
located. Underneath the navigation bar on the left there is a date stamp, which displays the time of the last
activity performed by the user. Below the date stamp there is the version number and the date of the last update
of the displayed page (in this case the Task Area page). In the centre is the actual task area frame. On the right
hand side, there is the Explanations panel. This panel provides users with additional information.

Kooperation im Geschaftsbereich des
/ \c—l»/ \ % Bundesministerium
( ) PharmNet Bun L fiir Gesundheit
Zum
i Arbei
\\ rbeitsebene
- Kontaktformular
| §
\ B oA
PHARMNET ::: Anderungsanzeige n 3+ Arbeitskorb w
Eearbeiten Sie sine
POSTFACH . Anderungsanzeige, indem
Arbeitskorb Sie entweder eine noch nicht
ANDERUNGSANZEIGEN gesendets Anzeige
! . . . . (Anderungsanzeigen in
ARBEITSKORB Anderungsanzeigen in Arbeit Arbeit) auswahlen oder eine
Kkeine A . in Arbeit neue Anzeige entweder als
WOREINSTELLUNGEN ElREL s GEnIE e leeres Farmular ader unter

Verwendung einer
gespeicherten Vorlage
erstellen.

LOGOUT

19.04.2007/ 5111 [ErE AR
1.2.0 build 24070412 AuBerdem kénnen Sie

(* leeres Formular bereits gespeicherte
Vorlagen bearbeiten oder
Anzeige mit folgendem Titel kopieren: ANZEIGEN AUFLISTEN |&schen.

[Thre Eingabe wird automatisch endmaskiert. Sie kinnen weiters Maskierungen durch das ?-Symbal
wornehmen.)

—— Verwaltung von Vorlagen |

O neue Vorlage erstellen
keine Vorlagen gespeichert .
weltere
. . . - Gesendete Anzeigen Informatlonen
linke Navigation | . :
gesendete Anzeigen auflisten
|

4.2 Further basics of navigation

The navigation bar changes as the processing progresses; at the same time, the central area is organised into a
tab structure. During processing, the navigation can be controlled using either the tabs or the navigation bar on
the left. It is not required that users work through the tabs from left to right or the navigation bar from top to
bottom. Users can at any time move back to change the entries made previously. A status report can also be
generated at any time displaying the current status of the variation.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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PHARMNET HOME

POSTFACH

PHARMMET *:> Anderungsanzeigen

Arbeitskorb

ANDERUNGSANZEIGEN

ARBEITSKOREB

# 00000651

15.04.2007 15:26:36
STAMMDATEN DER ANZEIGE /

AUSWAHL DES
ANDERUNGSTATBESTANDES

EINGABE DER DATEN

Auswahl des Anderungsta

I

»+» Auswahl des Anderungstatbestandes

2: Anderungen

Senden

Direkte Auswahl des #nderungstatbestandes per SKNR

STATUS DER ANZEIGE

SENDEM DER. ANZEIGE *Mehrere SKNR sind mit Semikolon zu trennen

VOREINSTELLUNGEM

As a rule entries are confirmed at the bottom of the page (fields, such as Next, Accept, Submit data).

Various basic functions are provided:
1. Radio buttons: By using a radio button a single choice is selected. The
last selected button will normally be marked.

2. Check boxes: Check boxes differ from radio buttons in

Meue Anzeige

® res Formular
Anz olgendem Tif
[Tk

el
o I ipd S =

that several choices can be selected, or, in some
cases, no entry needs to be made at all.

[] 0204 Angaben und Unterlagen zur an

|:| 0 Angaben und Unterlagen zur ph

Prifung

3. Information field (i-field): The i-field can be activated to
obtain additional information by hovering the mouse
pointer over the field (without clicking the left or right
buttons).

0000000

Mustermannstr

Berlin

Pharmazeutische

D-10000 BERLIN

r Mustermann

—

4. Transfer all current data: In various forms the data
currently stored in AMIS will be transferred to the
“current” and “future” text fields of the forms. If the

¢ ALLE BISHERIGEM DATEN IBERNEHMEN ¢

current data do not correspond with the data held by the company, the data can be changed. When
changing these current, but apparently incorrect data, the user should insert an explanation as to why
he or she thinks the discrepancy has arisen (e.g. see variation dated xxx) into the remarks field. Before
the intended changes are performed, the changed current data should be transferred again.

Note:

Correcting the current data does not automatically update the AMIS database. The changed information
will be submitted along with the variation, and, during processing at the CA, a check will be performed
to see if an error has indeed occurred. Where necessary, the staff of the CA will then correct the data in

the AMIS database.

5 Presettings

By clicking on Presettings (below the task list on the navigation bar on the left) the user can set various

preferred settings for the application.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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PHARMMET HOME

WOREIMNSTELLUNGEN
14.02,2007 16:13:33
1.0.2 build 20070214

PHARMMET :22

Arbeitskorb

—_—
—Anaerungsanze\gen in Arbeit

Arbeitskarh

Anderungsanzeigen »»»

00000057 (14.022007 11:43:44)
00000056 (14.022007 11:18:49)

U

——MNeue Anzeige

& leeres Formular

ERLAUTERUNG

ey

Bearbsitsn Sis sins
Andsrungsanzsigs, indem
Sie entweder sine noch
nicht gesendsts Anzeige
(Anderungsanzeigen in
Arbeit) auswihlen oder
eine neue Anzeige
entweder als leeres
Formular oder unter
Werwendung einer
gespeicherten Yorlage
erstellen.

AuBerdern kinnen Sie
bereits gespeicherte
Yorlagen bearbeiten oder
léschen,

N AUFLISTEN
rungen durch

Anzeige mit folgendem Titel kopieren: f
(Ihre Eingahe wird sutomatisch endmaskiert, Sie kinnen weiter
das ?-Symbal varnehmen, )

o ——

A e

The options available include:
+ The timeout (automatic logout if there is no activity) can be freely selected;

L

L

PHARMMNET HOME

POSTFACH

ANDERUNGSANZEIGEN

VOREINSTELLUMGEN

LOGOUT

19.04.2007 16:57:32
1.2.0 build 20070412

PHARMMET ::: Voreinstellungen

Choosing whether to specify the file path of the uploaded document in the form;
Changing personal information and the password.

Voreinstellungen

— Voreinstellungen

® Voreinstellungen andern

Timeout-Zeit (in
Minuten)

nur fur die aktuelle Sitzung.

Seite)

N\

~

beendet wird)
Speichern lokaler Pfadangaben von Upload-Dateien

Aﬂrheben des Suchbeariffs in ausgeasbenen Texten

A\

DATEN SPEICHERN

Anzahl Zeilen der Anzeigenliste nach "ANZEIGEN AUFLISTEN" (Arbeitskorb)
Anzahl Zeilen der ENR-Liste nach "ENR-AUSWAHL" (Stammdaten)
Anzahl Zeilen des Sachstands Anderungsanzeigen zu ausgewahlter ENR

ximeuut (Zeit in Minuten, nach der bei Inaktivitdt die Session automatisch

Andern Sie die Angaben in den jeweiligen Feldern und betatigen Sie anschlieGend die
Schaltflche "speichern” oder "nur aktuell andern”, im letzten Fall gelten die Anderungen

Allgemeine Lange einer Liste (dndert die Anzahl der ausgegebenen Zeilen pro

it —ry
LIl | in

MUR AKTUELL ANDERN ABBRECHEN

Speichung von
Pfadangaben

—— Adressanderung

() Adressdaten andern

«—

Persdnliche Angaben
dndern

Passwort

(O Passwort definieren/andern =

Passwort andern

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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Registration information can be updated in the Address change field. Mandatory fields are indicated by an
asterisk *. The mail address recorded here will be used for communications via the mailbox (mails automatically
dropped when there is a change in status).

* L ]
LI T

( (\‘Y)Pl\latmﬂel.aund

e iy

Machname * [pe——
Firma * S ——
Zusatz
Strafe, Haus-Nr. * A g s
Anderung der PLZ* / Ort* v -
Kontaktinformationen Pastfach-PLZ { Postfach-Nr.,
Land f——

Telefon * -
Fax ne iy
E-Mail-adresse * T bbb T g b
Pflichtfelder sind mit einem * ges e mires
nyr~m  — ?
’ == e > &

In the Password field, a new password can be set by entering the current one.

Kooperation im Geschaftsbereich des

r \d-b/ % Bundesministerium
‘ ) fiir Gesundheit

\ o

PHARMMET HOME PHARMMNET »» inste ge ERLAUTERUNG
AMDERUNGSANZEIGEN

PRarmNet.Bund

STELLUNGEN

——Passwort
LOGOUT . P . q
Definierenffndearn Sie hier ein Passwort (maximal 16 Stellen), um den Zugang
14,02.2007 16:17:116 unter Ihrem Usercode zusatzlich zu schitzen,

1.0.2 build 20070214

Bei allen folgenden Dialogen ist der Zugang nur maglich, wenn Usercode und
Passwort eingegeben werden.

Altes Passwart:
MHeues Passwort:

Neues Passwart bestatigen:

DATEM SPEICHERR LBBRECHEM

The Task List

The task list gives the user access to all the important functions to begin processing:
¢ \Variations in process
¢ New variation

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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¢ Template administration
¢ Submitted variations

PHARMNET ::: Anderungsanzeigen ::+ Arbeitskorb

Arbeitskorb

—— Anderungsanzeigen in Arbeit

keine Anzeigen in Arbeit

—— Meue Anzeige

() leeres Formular

— Verwaltung von Vorlagen

O neue Vorlage erstellen
keine Vorlagen gespeichert

—— Gesendete Anzeigen

* gesendete Anzeigen auflisten

WEITER

5.1 Variations in progress

With the Variations in progress field, users are given a list of all the variations which have been started but not
yet submitted to the CA. Saving of the variations is carried out automatically. Processing can be interrupted at
any time. Data loss will not occur. This allows variations to be recommenced at a later time. The task list always
displays the last 5 variations. If more that 5 are open, another field is displayed which shows all the variations
currently in progress.

In order to continue with the processing of a variation, the required variation is selected followed by a clicking on
Next located at the bottom of the task list. If a variation already commenced is no longer needed, it can be
completely deleted by selecting the Delete variation command.

Anderungsanzeigen in Arbeit

* 00000057 (14.02.2007 11:43:44)
00000056 (14.02.2007 11:18:49)

ANDERLIR

Note:

If several users are working under one ID (one PNR), it is recommended that the variations be labelled with a
clear title, e.g. beginning with the initials of the respective user. It may also make sense to incorporate other
information into the title because these variations can be used at a later time as master copies for subsequent
variations.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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5.2 New variations

When the application is first opened, the user only has the option of selecting an empty form to create a new
variation.

Neue Anzeige
(*) leeres Formular

If there are variations in progress or if variations have already been submitted, a new option appears in the New
variations field, which enables this variation to be used as a master copy. To restrict the selection, the title (if the
complete title is known) or a part of the title can be entered. The entry will be automatically end-masked. By
using a “?” other maskings can be performed.

Kooperation im Geschaftsbereich des

* Bundesministerium
&+ | fiir Gesundheit

r (\h,)P.I}armNet.Bund

PHARMNET HOME

PHARMNET »+> Anderungsanzeigen s»» Arbeitskor ERLAUTERUNG

Bearbeiten Sie sine
Arbeitskorh Anderungsanzeige, indem
Sie entweder eine noch
nicht gesendete Anzeige
(Anderungsanzeigen in

WOREINSTELLUMGEN X § Arbeit) auswahlen oder
——Anderungsanzeigen in Arbeit sine neue Anzeige
LoGout entweder als lesres
 0oooons? (14.02.2007 11:43:44) Formular oder unter
14.02.2007 16:13:33 010 Yerwendung einer
1.0.2 build 20070214 00000056 (14.02.2007 11:18:48) gespeichertan Yorlage
o8 erstellen.

Aulierdem kannen Sie
bereits gespeicherte
Yarlagen bearbeiten oder
ltschen.

Meue Anzeige

Voreinstellung

@ |eeres Formular

Lnzeige mit folgendem Titel kopieren: ANZEIGEN AUFLISTEN
(Thre Eingabe wird autornatisch endrnaskiert, Sie kénnen weitere Maskisrungen durch
das 7-Symbel varnehmen.)

—Verwaltung von Vorlagen

" neue \Vorlage erstellen
keine Worlagen gespeichert

r—— Gesendete Anzeigen

" gesendets Anzeigen auflisten

I Nach Auswahl auf "weiter" klicken> WEITER

5.3 Template administration
Apart from the creation of new variations, the application also offers the option of creating templates.

Verwaltung von Vorlagen

O neue Varlage erstellen
keine Vorlagen gespeichert

The creation of templates offers a variety of benefits, e.g.:

¢ Where there are several users, each single user can define his or her own standard template with his or
her contact data so that every variation form is correctly initialised in advance;

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
Seite 10 von 64 Seiten
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+ If similar variations are frequently needed, all the relevant elements can be copied into a template and
this can be retrieved when required;
¢ All master data for variations need only be entered once.

Created templates can also be changed or deleted at any time. Once templates have been created, theycan be
selected under New variations as well.

5.4 Sent variations
By using the Sent variations options, all variations sent to the CA will be listed.

Gesendete Anzeigen
) gesendete Anzeigen auflisten

6 Generation of Variations

6.1 National variations according to 8 29 German Drugs Law

6.1.1 Master data of the variation (1)
Selecting New variations and clicking on Next will open the Master data window. The line highlighted in colour
under the tabs contains the following information:

+ Unique identification number of the variation (in this case: 00000004);

¢ Procedure (in this case: --zero--, because this procedure will first be assigned at a later stage).

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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PHARMMET HOME

PHARMHNET ::* Anderungsanzeigen #** Stammdaten der Anzeige

POSTFACH

ANDERUNGSANZEIGEN

ARBEITSKORE

# 00000004

STAMMDATEN DER ANZEIGE

WOREINSTELLUNGEN Stammdaten der Anzeige

LoGouT 15.04.2007 21:04:47

19.04,2007 21:04:47 Datum Anderungsanzeige: 15.04 2007
1.2.5 build 20070420

Bezug
ggf BEZUQ —Jaezug auf Vorgang:
herstellen ,
vom:
Aktenzeichen:
Bemerkung:
Ansprechpartner
Ansprechpartner Name: Muster Mann
gemah ey, Telcfon: 0228 2074332
Registrierung E-Mail: hom @bfam de

Beneath the heading Master data of the variation the variation can be assigned to a freely selectable title. Below
this, a date of the variation can be freely assigned. However, the date should not be later than the planned
submission date.

# 00000004

Stammdaten der Anzeige

Test 1
Datum Anderungsanzeige: 19.04 2007

In this screen a reference can be noted to another concrete procedure. In addition, a contact person must be
named for this variation procedure. By default, the fields will be populated with the data stored under the
presettings, or those from a selected template or master copy.

The name(s), location, and function of the subsequent signatory(ies) are then entered. The entries for the first
person are mandatory fields; those for the second person are optional. By selecting the procedure, there is a
separation between either a national variation or a variation within MR or DC procedures. The medicinal product
is selected for which the variation is to be made. This can be done either by manually entering the ENR or by
selecting the correct one from an ENR list (activate the option ENR Selection).

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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— Unterzeichnung des Anschreibens

. Unterschrift Name:

. Unterschrift Ort:
. Unterschrift Funkt.: Daten fur

e e Unterschriftenzeile

. Unterschrift Ort:

1
1
1
2
2
2

. Unterschrift Funkt.:

Bitte bestimmen Sie die Art des Verfahrens und wahlen Sie das AM aus, fiir das Anderungen
angezeigt werden sollen.

— Auswahl des Verfahrens

Bitte wahlen Sie das richtige Verfahren aus:

¢ Auswahl des
) Anzeige einer Anderung gemal §29 AMG Verfahens

() Anzeige einer Anderung gemal Variation Regulation

— ENR

Bitte geben Sie die ENR fiir das Arzneimittel an, fir das Anderungen angezeigt werden

collen
ﬁ ENR-AUSWAHL
Eingabe oder W

Auswahl der ENR

ENR:

ZURUCK, WEITER

The ENR list shows all medicinal products registered for the pharmaceutical company that is logged on and,
which according to the AMIS database, are authorised and/or are marketable. If the user intends to submit a
national variation by clicking on Variation pursuant to § 29 German Drugs Law (AMG), the page changes again
and the tab structure for national variations will appear after the next page change.

Auswahl des Verfahrens

Bitte wahlen Sie das richtige Verfahren aus:

® Anzeige einer Anderung gemal §29 AMG
O Anzeige einer Anderung gemal Variation Regulation

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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PHARMMET ::* Anderungsanzeigen ::* Stammdaten der Anzeige

Arbeitskorb 2: Anderungen

# 00000004

EMR-Liste

1993023 ” Tast-frzneimitiel fUr Muster ‘

IE

ABBRECHEN UBERNEHMEN

The available data of the medicinal product required is transferred to the form by activating the option field and
clicking on Accept.

For both national variations and variations within MR or DC procedures, there is the option to create a report of
the ongoing variations including details of the variation particulars for the ENR in question.

— ENR

Eitte geben Sie die EMR fir das Arzneimittel an, fir das Anderungen angezeigt werden
collen

ENR:

ENR-AUSWAHL

offene Anderungsanzeigen fiir gewahlte ENR anzeigen

ZURUCK WEITER

The purpose of the Variations status report is primarily to support quality assurance. On the one hand, it is
made certain that variations are not submitted repeatedly, on the other hand, a warning is given that due to
open variations, the AMIS data does not correspond with the documentation of the MAH. This should be
considered prior to correcting the current data (see above).

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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sachstand Anderungsanzeigen

Antragsteller

Zulassungsinhiaber: Fharmazeutischer Unternehmer Mustermann
Unternehmernummer: 0000000

Zu der von Ihnen gewahlten EME wurden folgende Anderungsanzeigen gefunden, die bei
der Bundesoberbehirde noch nicht abgeschlossen sind:

["ENR_| antrage-/brie-datum [ r-| SENR| —— SKNRText | Stana

|1999023 || 20070424 |[o1 |[oz99 |[uertreiber [| aesendet|
[1999023 || 20070420 ||20|:|4 || variation Typ 18 [ gesendet|
|1999023 || z0070420 |[o1 |[oz99 |[uertreiber [| aesendet|
[1999023 || 20070419 ||1935 || variation Typ 14 [ gesendet|
|1999023 ||2IZID?D419 ||I3039 ||Bezeichnung des Arzneimittels ||gesendet|

| [ ||:||10|:|2 [angaben der GI gem. 5 11 ams || |

FURLICK WEITER

6.1.2 Selecting variation particulars (2)
Following the switch from the master data to the variation particulars, the user assigned title and variation type
is shown in the line highlighted in colour.

Arbeltskorh L: Starmm 23 i’.ndetungen 3: Daten | Status

# DDoDooDs

Auswahl des Anderungstatbestandes \ I.»"

Angaben der Stamm-
Informationen wurden
Ubernommen

Direkte Auswahl des Anderungstatbe

SKNR*:
*Mehrare SKNR sind mit Semikolon zu

Buimsimbl Aan Rodaciinnmtmthactaodnn cme Wabaneen

The variation particulars can be selected in two ways:
1. Manual entry of the structure number (SKNR). The currently valid SKNR lists are published on the
BfArM homepage;
2. Selection of variation particulars according to category.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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# 00000005 Test 1 Anzei

0
m

Auswahl des Anderungstatbestandes

— Diirekte Auswahl des Anderungstatbestandes per SKNR

SKNR*: 7 Auswahl der

*Mehrere SKNR sind mit Semikolon zu tren ﬁnderungsta’tbestﬁnde

—— Auswahl des Anderungstatbestandes per Kategorie

Anlass der Anderung (ergidnzende Angaben)

Besondere Informationstexte (ergdnzende Angaben)

Bezeichnung

Dokumentation betreffend

Haltbarkeit betreffend

Herstellung / Analytik / Kontrellmethoden / Spezifikationen betreffend
Informationstexte nach § 22 Abs. 7 AMG

Packungsgrife / Behdltnis

Parallelimport

Pharmakovigilanz

Pharmazeutische Unternehmer / Mitvertreiber / Hersteller / Adresse

Risikoangaben in Informationstexten

+ o+ F o+ o+ F o+ o+ o+ o+ +

Zusammensetzung / Darreichungsform / Anwendung betreffend

ALLES AUFKLAPFEN ALLES ZUKLAPFEN AUSWAHL ANFEIGEN

[ zumicc | weime

Regardless of whether the variation particulars selected, manually or according to category depending on the
main variation, consequential changes will be displayed. These proposed consequential changes will primarily
ensure that the variation is complete. This pre-selection of the variation particulars does not relieve the MAH of
the responsibility of stating a full description of the planned changes with documentation. The proposed
consequential changes are for support purposes only.

— Auswahl des Anderungstatbestandes per Kategorie

+ Anlass der Anderung (erginzende Angaben
+ Besondere Infnrmatiunstuctel Haupta‘nderung
= Bezeichnung ——

1 %_Beze.chnung des Arzneimittels

L20Z Angaben der GIL gem. Par. 11 AMG
1064 Angaben auf Behaltnis gem. Par.10 AMG

1078 aben auf aubarer Umhdllung gem. Par.10 AMG
0319 aben nach Paragr. 115 (Fachinfarmaktion)
Dokumentatibg betreffend

Haltbarkeit bet voraussichtliche

Herstellung / Analytik / Kentrollmethoden / sped F 0lgednderungen
Infarmationstexte nach § 22 Abs. 7 AMG

+ o+ o+ o+

To improve the overview, the selection of variation particulars on the basis of categories offers three options:
1. Expand everything: All variation particulars are offered.
2. Close completely: No variation particulars are offered.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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3. Display selection: Those categories remain open in which at least one SKNR was selected.

Auswahl des Anderungstatbestandes per Kategorie

Anlass der Anderung (ergiinzende Angaben)

Besondere Informationstexte (erginzende Angaben)

Bezeichnung

Dokumentation betreffend

Haltbarkeit betreffend

Herstellung / Analytik / Kontrollmethof En betreffend
Informationstexte nach § 22 Abs. 7 AM| Dptiﬂnen
PackungsgrobBe / Behaltnis

Parallelimport
Pharmakovigilanz
Pharmazeutische Unternehgeer / Mitvertrgiber / Hersteller dresse

Risikoangaben in Info ionstexten

+ 4+ + 4+ o+ o+ o+ o+ o+ o+

Zusammensetzung / reichungsformif Anwendung betreffen

ALLES AUFKLAPPEN ALLES ZUKLAPPEN AUSWAHL ANZEIGEN

Following the selection of the required variation particulars, the user moves to the next step — input of the actual
variation content — by clicking on Next.

6.1.3 Deleting variation particulars

Variation particulars can be deselected in a similar manner as they were selected. Clicking the previously
selected check box in the Variations particulars tab again will deselect this variation particular. This change of
the variation particulars is then accepted by clicking on Next. Individual variation particulars may be deleted at
any time of the user’s choice prior to submission, i.e. the user always has the option of returning to the
Variations particulars tab.

Structure numbers of consequential changes cannot be deleted as long as the main variation particular remains
selected. If the user considers these structure numbers not to be relevant for his or her specific variation, the
option exists to notify the CA by marking SKNR not relevant for the current variation.

6.1.4 Data input (3)

To enter the contents of the variation the left hand navigation bar is expanded to include the selected structure
numbers and placed in tab form in the task area frame.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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POSTFACH

ANDERUNGSANZEIGEN

ARBEITSKORBE

STAMMDATEN DER ANZEIGE |

AUSWAHL DES

ANDERUNGSTATBESTANDES Bezeichnung des Arzje

EINGABE DER. DATEN —— Text bisher I

Test-Arzneimittel fiF Muster

1002

1064 ¢_

1078
0313 Bemerkung:

STATUS DER ANZEIGE

Variation particulars that have not yet been processed are identified by an empty box (a), variation particulars
that have been processed are marked with a green tick in a green box (b). The change is carried out in the
usual way by clicking on Next, Accept, Submit data etc buttons at the bottom of the page.

Test-Arzneimittel fir Muster

6.1.5 Partial forms
In the Online Variation Submission application all the variation particulars are assigned to defined partial forms
which are equipped with various functions.

Available partial forms:
1. Free text form
Upload form
Forms with catalogue support
Package size form
Shelf-life form

aprwbn

6.1.5.1 Free text form

Unstructured data may be entered in the free text fields. Provided that data are available in AMIS for the
selected variation particular (e.g. for the name of the medicinal product), the data will be automatically entered
into the forms in the Current text and Text changed to fields. If no corresponding data are stored in the AMIS
database in relation to the variation particular, the form remains empty.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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# 00000005 Test 1 Anzeige

Bezeichnung des Arzneimittels aktueller Text

— Text bisher /

Test-Arzneimittel fir Muster

Bemerkungsfeld bei Anderung des

BemerkunV _ bisherigen Textes (z.B. vgl.
Anderungsanzeige vom xx.yy.zzzz)

— Text geandert in

Test-Arzneimittel fir Muster Mann ﬁ— Kunftiger Text

e Bemerkungsfeld fir zusatzlich Angaben,
T | z.B."vgl. identische Anderung fiir ENR
1234567 vom xx.yy.zzzz

ZUROCKSETZEN UBERNEHMEN

In many free text forms the Text changed to field includes a document upload function. This can be used two
ways:
1. Attaching additional supporting documentation;
2. For empty forms — uploading the contents of the change, e.g. in the format of a tabulated comparison or
in case of large amounts of text, such as variations of the side effects.

— Text geandert in

[ patei(en) hochladen

Bamerkung:

ZURUCKSETZEN UBERNEHMEN

6.1.5.2 Upload form

Note:

The obligations of the AMG eSubmission Ordinance are fulfilled for variations submitted via this online
procedure by uploading the required documents concomitantly, i.e. an additional submission via the email
procedure is not required. The published conditions regarding the document type and format to be submitted
(.rtf/pdf), as well as naming convention, apply irrespective of the method of submission (for exceptions in regard
to product information, see below).

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Angaben der GI gem. Par.11 AMG

— Datei Upload
Wahlen Sie den Dokumenttyp der hochzuladenden Datei aus:

® Clean Version

O Highlighted Version

O Anderungsindex

O Bilddatei

O 1. weiterer Upload Titel:

O 2. weiterer Upload Titel:
O 3, weiterer Upload Titel:
O 4. weiterer Upload Titel:
O 5. weiterer Upload Titel:

Wahlen Sie die hochzuladende Datei von Threm Rechner aus (*.rtf/~.pdf):

Durchsuchen ...

ZURUCKSETZEN DATEI SENDEN

[ ] SKNR fiir die vorliegende Anzeige nicht relevant

Bemerkunag:

ZURDCKSETZEN UBERNEHMEN

The upload form is provided for all structure numbers which require a document upload. Several options are
displayed:

1. Upload of predefined document types;

2. Upload of documents with user-specified allocation of title;

3. Option to mark SKNR not relevant for the current variation;

4. Entering remarks.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Angaben der GI gem. Par.11 AMG

Datei Upload

Wahlen Sie den Dokumenttyp der hochzuladenden Datei aus:

/@ Clean Version \ - .
o _ 1. Basistpyen fiir bekanntes
O Highlighted Wersion é Uploadobjekt

(O Anderungsindex
O silddatei

( U 1. weiterer Upload % Titel:

@] 2. weiterer Upload 1? 2. "freier” Upload

& 3. weiterer Upload Titel:

O 4, weiterer Upload Titel:

O 5. weiterer Upload Titel: . .
pN / Titel sofern vorhanden mit
wihlen Sie die hochzuladende Datei won Ihrem Re AMG-EV kurZEI beginnen

ZURDCKSETZEN DATEI SENDEN

H ek el 3 Apwahl einer SKNR, sofern fir die

Bemerkung: Anzeige nicht erforderlich

ZURDCKSETZEN UBERMEHMEN

In contrast to the previous email procedure, here the option of uploading several documents for one structure
number exists (e.g. SKNR 0039 change of the invented name — consequential change SKNR 1002 change of
the package leaflet). It is, therefore, highly recommended to upload a clean version (for the later release to the
public) and a highlighted version (for the evaluation) of the Package Leaflet, the Summary of Product
Characteristics (Fachinformation), and the Labelling.

Provided that the document type relating to the selected structure number is defined by default (particularly the
Package Leaflet, the Summary of Product Characteristics (Fachinformation), and the Labelling), document file
names will be created by the system according the AMG eSubmission Ordinance during the Submit procedure.
If the document type is not pre-defined (e.g. expert reports), the area Further upload is to be used and — where
available — the document naming convention from the explanatory notes on the AMG eSubmission Ordinance or
from Table of the element of files names (see implementation of the AMG eSubmission Ordinance at
www.bfarm.de) is to be used at the beginning of the file name.

e.g.. gos-001-[Free text]
gts-[ Free text]
gws-[ Free text]

In case of Package Leaflet, Summary of Product Characteristics (Fachinformation), and Labelling, the original
and the newly created file names will be stated in the form. As described in the Presettings section, the sender
has the option to include into or omit the original file path from the file name.

Attachment of files is carried out by clicking on the Browse button, selecting the respective file from the user’s
own local file system.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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— T PRIV el W I (RIS

* 5. weiterer Upload Titel:

Wahlen Sie die hochzuladende Datei von Ihrem Rechner aus (*.rtf/*.pdf):

C:h\Dokumente und Einstellungen“hom\Eigene Dateien’\Camtasia Studio Deskd Durchsickien...

ZURIICKSETZEN DATEI SENDEN

Once afile is selected, in order to allow verification it will be displayed together with the file path. If the correct
file has been selected, it will be attached to the variation on the PharmNet.Bund server by choosing Submit file.
If a file has been chosen by mistake, the selection can be Cancelled.

Following completion of the upload, the file will be displayed with the new (system allocated) name (1) and the
original name (2), with or without the file path, depending on the presettings chosen.

Clean Version: [+20070419211555 cv.rtf 3§
} (Original: C:\Dokumente und Einstellungenihorn\Eigene Dateien\Camtasia

1 Studio\Desktop\Test.rtf) ‘“ 2

By clicking on the hyperlink (3), the file can be opened on the PharmNet.Bund server; by selecting the bin (4),
the file can be deleted again from the server.

Clean Version: [+ 200704192115355 cw.rif in}
’ inal \Dokumente undhgenkhornkEigene Dateien\Camtasia
3 Studic\Desktop\Test.rtf) 4

Note:
If a structure number is deselected during the generation of a variation where an upload has already been
processed, the file will then be deleted automatically from the PharmNet.Bund server.

Upload structure numbers are often consequential changes. There is an option to mark SKNR not relevant for
the current variation here as well. In the Remarks field a plausible reasoning should be inserted. This
information will be appended to the variation by clicking on Accept.

L P i R
WTW T Nl “‘»«mﬁﬁ&ﬂ%ﬁ“““’“"”’“]‘

ZURUCKSETZEN DATEI SENDEN

[v] SKNR fir die wvarliegende Anzeige nicht relevant

B%rkung:

freiverkaufliches Arzneimittel
*——__' Begrundung Iﬁ

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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6.1.5.3 Forms with catalogue support: Pharmaceutical companies
This form type is assigned to all structure numbers for which information is stored in catalogues made available
by the CAs. For example, this may be information about pharmaceutical companies, pharmaceutical forms and

the type of application.

Mitvertreiber
— Mitvertreiber bisher
v+ IR
Nr.: 8002429
Name 1): BFARM BUNDESINSTITUT FUER ARZMEIMITTEL UND MEDIZINPRODUKTE
Bemerkung:
n‘l ALLE BISHERIGEN DATEN UBERMEHMEN n‘!
— Mitvertreiber gedndert in
1] |
Nr.: 002423 [i]
Name 1): EFARM BUNDESINSTITUT FUER ARZMEIMITTEL UND MEDIZINPRODUKTE
[ Hersteller nicht in Katalog gefunden
Bemerkung:

When selecting variation particulars supported by catalogue data, the available data from AMIS database will be
inserted into the form. For pharmaceutical companies their assigned number (PNR) will be displayed alongside.
Where there are multiple fields, i.e. more than one dataset is available for the selected structure number, the
respective datasets will be displayed additionally as exemplified by the co-distributor.

Mitvertreiber
Unternehmernummer
— Mitvertreiber bisher _ (PNR)
;' -] |

Nr.: 800249 [i] I

Name 1): BFARM BUNDESINSTITUT FUER ARZNEIMITTEL UND MEDIANPRODUKTE

Bemerkung: g Anzahl vorhandener

: Datensitze
Information gem.

= der AMIS-DB

The next dataset is accessed by clicking on the double arrow beside the number of datasets. The last dataset is
accessed by clicking on the button next to that (double arrow with vertical line). By clicking the “+” button an
empty field is generated in which a new dataset can be entered.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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Mitvertreiber A -
[ neuen Datensatz hinzufligen ]\

— Mitvertreiber bisher

X
[ Datensatz 1 von 4 Iﬁ e - | - | - |

Bemerkung:

Nr.: 2002423 [4] f
1)' ARM a -
Name = BRARN BU”DES'W nédchsten Datensatz anzeigen FD g

l letzten Datensatz anzeigen

W/ ALLE BISHERIGEN DATEN UBERNEHMEN

TIP:

Where there are numerous datasets, users are recommended to call up the structure number in the Entering
Data step and then to generate a status report. Consideration should be taken of the fact that the data for the
individual structure numbers will only be inserted following the initial call of the corresponding tab in the
status report. In the status report all datasets are displayed together enabling a swift and easy determination
to be made as to whether the Current data corresponds with the user's own records. Following the check,
the user can return to the structure number in order to proceed with processing.

If the Current data are correct, the required change can be carried out in the lower part of the form, depending
on the individual case either by:
¢ Overwriting the dataset with a new one (in the example a co-distributor is cancelled and a new one
takes its place);
Inserting a new dataset (in the example an additional co-distributor is added);
Deleting an existing dataset (in the example a co-distributor is cancelled).

In principle, the respective pharmaceutical company can be selected in two ways:

1. If known, the PNR can be entered directly;

2. Alternatively under Name, the first letters (in this case) of the pharmaceutical company can be entered.
The catalogue displays all entries with this combination of letters. The required company can be
selected by mouse click.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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—| Eingabe der |ertin Eingabe der ersten
bekannten PNR Buchstaben des pU F

Nr.: 8002429 [i]

Name 1): BFARM BUNDESINSTITUT FUER ARZNEIMITTEL UND MEDIZINPRODUKTE
[] Hersteller nicht in Katalog gefunden

Bemerkung:

Loschen eines Datensatzes —
BERNEHNEN

If entries in the catalogue are very similar, following selection, the mouse can be hovered over the i-field to
display the complete address in a pop-up.

Deletion of a dataset is carried out by selecting the required dataset and clicking the Delete button.
Clicking on Accept will add the data to the variation.

If corrections need to be made to the Current data, this is carried out in a similar way as above, except current
data cannot be deleted directly by using a button. If one or more too many datasets are displayed in Current
data, the entry must be removed (e.g. with select and cut), transferred to the remarks field, and a brief
reasoning must be entered, as per usual.

Note: Where current data are changed, before entering the actual change, the current data must be transferred
to the lower part of the form, i.e. the data must be synchronised in advance. This is done by activating the
Transfer all current data button.

W/ ALLE BISHERIGEN DATEN UBERNEHMEN

If the required entry is not available in the catalogue, the user has the option of selecting the Entry
(manufacturer in this case) not found in catalogue check box and adding a free text entry. Depending on the
structure number selected, further documentation may be required (e.g. Certificate of Registration, Certificate of
Suitability, etc.).
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[] Hersteller nicht in Katalog gefunden
Be ung:

LOSCHEN

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Entries made in this way are not automatically added to the respective catalogue, during the processing these
will be assessed by the CAs and added to the catalogue as appropriate.

6.1.5.4 Form with catalogue support: Pharmaceutical form

The pharmaceutical form has similar functionalities as that for pharmaceutical companies. As only one
pharmaceutical form is permissible in each case, there are no functions for adding further datasets, or for
switching between several datasets.

30.04.2007 09:46:54 Anzeige

Bezeichnung der Darreichungsform

___Darreichungsform bisher

Darreichiungsform: 048 — Filmtablette

il Darreichiungsform nicht in Katalog gefunden

Bermerkung:

4! &) LE BISHERIGEN DATEN LIBERMNEHMER *

____Darreichungsform gedndert in

Darreichiungsform: 048 — Filmtablette

il Darreichiungsform nicht in Katalog gefunden

Bemerkung:

LESCHEN

ZURUCKSETZER UBERMEHMER

By using the mouse to click on the pharmaceutical form field, the catalogue is opened. This displays all entries
that contain the term entered as a word. By clicking on one of the terms displayed, a new pharmaceutical form

can be selected.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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Bermerkung:

__ Darreichungsfarm bisher

Bezeichnung der Darreichungsform

Darreichungsform: 048 — Filmtablettd

04s ..
366 ..
251 ..
351
270 ..
335 ..
336

FILMTABLETTE

FILMTABLETTEN UND CREME

FILMTABLETTEMN UKD INFUSIONSLOESUNG

FILMTABLETTEM UND INFUSIONSLOSUNG b
FILMTABLETTEN UND MAGENSAFTRESISTI’:MI}TABLETTEN
FILMTABLETTEN UND FULWVER

FILMTABLETTEMN UND WAGINAL OWLILA

" Darreichungsform nicht in Katalog gefunden

This will be transferred into the upper line.

Darreichungsform bisher

Darreichungsform: 351 - FILMTABLETTEN UND INFUSIONSLOSUNG

If the user wants to enter his or her own term, this is made possible by clicking on the pharmaceutical form not

found in catalogue field.

#000

K.{Eingtext:

Bermerkung:

___Darreichungsform bisher

07 09:46:54

Bezeichnung der Darreichungsform

Darreichungsform: 351 — FILMTABLETTEN UND INFUSIOMSLOSUMG

Darreichungsform nicht in Katalog gefunden

!l! AL LE BISHERIGEN DATER JBERMEHMEN !l!

6.1.5.5 Form with catalogue support: Parallel import countries
The form for displaying parallel import countries (applies only to parallel imports) has similar functionalities as
the type Form with catalogue support for pharmaceutical companies, but is adapted to meet the requirements
for displaying parallel import countries.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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#000 3 30.04.2

Parallelimportlander {zusatzlich)

___ Parallelimporte hisher

171
Staat: =
Packungsgrife:
Zul.-Daturn:
FME:

AM-Bezeichnung im
Ausland:

[ staat nicht in katalog gefunden

Bermerkung:

4! &) LE BISHERIGEN DATEN LIBERMNEHMER *

T V|| P |- g S SR PO PG, S

By entering a letter in the Country line, the country catalogue is opened from where the user can select the
required country.

!l! ALLE BISHERIGEN DIATER JEERMEHMER '*

____Parallelimporte geandert in

/ L
Staat: -dq E

GA L GABUN
G . GAMBIA

GE ... GEORGIEN

GH ... GHANA

Gl .. GIBRALTAR

G0 ... GRENADA

Ei '« &RIECHEHLAND
G\ GEROENLAND
GLATGRONLAND

GP ... GUADELOUFPE

Packungsgrife:
Zul.-Daturn:
] =

AM-Bezeichnung im
Ausland:

O staat nicht in Katalog gefunden

Bemerkung:

Note:
Even though the catalogue provides a large number of countries, the general rules as to which countries are
authorised for parallel imports also apply to Online Variation Submission as well.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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* ALLE BISHERIGEN DATEN LIBERMNEHMER *

___ Parallelimporte geidndert in

171
Staat: EL - GRIECHEMLAMND
Packungsgrife:
Zul.-Daturn:
FME:

AM-Bezeichnung im
Ausland:

O staat nicht in Katalog gefunden

Bemerkung:

LESCHEN

ZURUCKSETZER UBERMEHMER

This form type also allows a free text entry where the required State is not stored in the catalogue.

o4 staat nicht in Katalog gefunden
k.4 |logtext:

Bemerkung:

6.1.5.6 Package size form
The package size form largely corresponds with the functionalities of the Form with catalogue support type.

Package sizes do not comprise a catalogue so that entries are performed using free text. In addition, a grading
of N1 to N3 can be entered using the appropriate radio button. This entry will not be assessed within the terms

of the variation and is added only as additional information.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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PackungsgrioBe { Zustimmungspflichtig )

___ Packungsaridfe bisher

171
Packungsgrafe: arP10
Einstufung: N1 O N2 O N3 @ nichts zutreffend
Besonderheiten:
Bemerkung:

GEM DATEMN UBERMEHMEN Nl!
_ Packungsgrole geandert in

171
Fackungsgrofe: arP10 |:§
Einstufung: O 1 O Nz O N3 @ nichts zutreffend
Besonderheiten:
Bemerkung:

UBERMEHREN

Clicking on the “+" button allows other package sizes to be displayed.

* ALLE BISHERIGEN DATEN LIBERKNEHMER *

_ PackungsgriBle gedndert in

1<« | < i
Packungsgrifie: aF 20
Einstufung: M1 O N2 O N3 @ nichts zutreffend
Besonderheffen:
Bermerkung:

LESCHEN

UBERMEHMER

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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The package sizes can be entered as free text and a grading from N1 - N3 can be added. Further information
can be added to the Peculiarities line and the Remarks field. The Remarks field is particularly to be used for
information on the primary packaging if the medicinal product is authorised with different types of primary

packaging (e.g. blister packs and glass bottles).

6.1.5.7 Shelf-life form

In the shelf-life form the entry stored in AMIS is represented by means of a logical structure. The value of the
shelf life is specified as a 3-digit number and then connected to a unit by means of the appropriate button.

Anderung der Dauer der Haltbarkeit des Arzneimittels (und Ergebnisse von
Haltbarkeitsversuchen) [Par.22({1)14]

___ Dawer der Haltbarkeit bisher

Wert der Dauer: 0oz
Einheit der Dauer:

) Tagie)

) wocha(n)

) Monat{e)

) Jahrie)

) stundein)

) Minutein)

) nichts zutreffend

[ Meue Einheit

Bemerkung:

!l! ALLE BISHERIGEN DIATER JEERMEHMER '*

Dauer der Haltbarkeit geandert in

Wert der Daver: 0oz
_EIPINEHE BRTIEIIEE e

et

If the shelf life cannot be represented using the units on offer, this form type enables other units to be entered.

) Minute(n)
() nichts zutreffend

¥ neue Einheit

Kﬁlngtext:

Bemerkung:

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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6.1.6 Status of the variation

Preparing a national variation or a European variation, the user can at any time display a status report. This is
generated in real time online in each case and will contain the entries made up until the particular point in time.
Variation particulars will be included in the report following the initial click in the Entering data step. For national
variations the report corresponds to the later form and offers a good overview of the current status.

vmerive

POSTFACH
ANDERUNGSANZEIGEN
ARBEITSKORB

STAMMDATEN DER
ANZEIGE

AUSWAHL DES
ANDERUNGSTATBESTANDES

EINGABE DER DATEN
SENDEN DER AMZEIGE
VOREINSTELLUNGEN

LOGOUT

19.04.200¥ 21:17:57
1.2.5 build 20070420

PHARMNET :»»>» Anderungsanzeigen »»>» Status der Anzeige

Arbeitskorb

2: Anderungen

# 00000005
Anzeige

Status der Anzeige

WICHTIG: Bitte kontrollieren Sie vor dem Senden noch einmal genau Ihre
Angaben. Nach erfolgreicher Ubertragung der Anderungsanzeige gilt die
Anderungsanzeige als eingereicht.

STATUS DRUCKEN

Anzeige
von Anderungen nach §29 und/oder §105
Arzneimittelgesetz
Numr_‘ner der 00000005
Anzeige:
TitAl Arr Armmaimn: |'I'c|:|' 1 |

The user can print out the form at any time in order, for example, to conduct internal company discussions or
obtain other contributions, etc. If the status report is generated before submission, some details will be missing
which are contained in the clean copy following submission. This is intended to prevent the mistaken
submission of drafts as originals.

Drafts do not have

a sent date,

a signature line,
a barcode,

* & & o o

the info box, whether other documentation has been submitted with the paper version,
or the organisational unit in the address of the CA.

Drafts, moreover, have the watermark “DRAFT".

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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Platz for BfArM-Eingangsstempsl|

An das

Bundesinstitut for

Arzneimittel und Medizinprodukte
Kurt-Georg-Kiesinger-Allee 3
D-53175 Bonn

Anzeige

von Anderungen nach §29 und/oder §105 Arzneimittelgesetz

Nummer der Anzeige: 00000396

Titel der Anzeige: 30.04.2007 09:46:54
Datum Anderungsanzeige: 30.04.2007
Sendedatum der Anzeige:

Zulassungsinhaber: Pharmazeutischer Untzrnehmer Mustermann
Unternghmernummer: 0000000

Online Usernummer: PEADODZ3

Online Username: Muster Mann

Bezug

Bezug auf Vorgang:

VIO

Aktenzeichen:

Bemerkung:

Ansprechpartner

Name: Muster Mann
Telefon: 0228 2074332
E-Mail: horn@bfarm.de

Angaben zum Arzneimittel
Arzneimittelbezeichnung: Test-Arzneimittel far Mustar

o ~LLARIGRMOOSIONIL nepn mmmn o n AR | e e A e e

6.1.7 Submitting the variation

If all the required changes have been made, the variation can be sent. Activating the last tab Submit or Submit
the variation requires following actions: Prior to submission, the user must specify if documentation other than
that submitted electronically will be sent with the paper version.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
Seite 33 von 64 Seiten

ROBERT KOCH INSTITUT

Bundesamt bir Bundesinstitut 4, Paul-Ehrlich-Institut
Dlvnl ‘Q " hutz und * fir Arzneimitte! 3 9 ey s o o

telsicherheit und Medizinprodukte S—

S

‘4
L]
a



7N\,
PharmNet.Bund ) .o ..
\ (..,.) - Online Variation Submission — User manual 04/07

PHARMNET HOME PHARMMET »»> Anderungsanzeigen »»» Senden der Anzeige
POSTFACH _
Arbeitskorb | 1: Stamm | 2: Anderungen | 3: Daten W
ANDERUNGSANZEIGEN
ARBEITSKORB # 00000005 Test 1
STAMMDATEN DER HTEERE
ANZEIGE
AUSWAHL DES Senden der Anzeige
ANDERUNGSTATBESTANDES
EINGABE DER DATEN - ELAUTTENE L2T
STATUS DER ANZEIGE I\gt _der Papierversion werden weitere Dokumentationen eingereicht:
ja
SENDEN DER ANZEIGE ® e €«
VOREINSTELLUNGEN
LoGouT — Allgemeine Nutzungsbedingungen
19.04.2007 21:19:42 7} Die C+allgemeinen Nutzungsbedingungen des BfArM zum
1.2.5 build 20070420 lektronischen Anzeigeverfahren fir Anzeigen nach §29 AMG

owie Variations gemaB Commission Regulation (EC) 1084/2003
werden akzeptiert.

— Bemerkung

UBERNEHMEN

The user must also indicate acceptance of the General Terms and Conditions of Use. By clicking on the link, the
user can read the current Conditions of Use and print these out, if required.
Only once these have been accepted, the Submit button is activated and the variation can then be sent.

— Allgemeine Nutzungsbedingungen

Die >+allgemeinen Nutzungsbedingungen des BfArM zum
elektronischen Anzeigeverfahren fir Anzeigen nach §29 AMG
sowie Variations gemal Commission Regulation (EC) 1084/2003
werden akzeptiert.

— Bemerkung

UBERNEHMEN SE:-%H

After clicking on Submit, a confirmation dialogue is displayed asking if the user does indeed intend to submit the
variation. If this is confirmed, the data are sent definitely.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Senden der Anzeige

— Dokumentation

Mit der Papierver i Reicht:
O ja Windows Internet Explorer g|

& nein

2 lhre Anzeige wird nun Ubertragen.
2

Wallen Sie fortfabren?

— Allgemeine Nutz

ktronischen

Die C+allgemei
I ions gemal

Anzeigeverfah
Commission R4

ik I [ Abbrechen

— Bemerkung

UBERNEHMEN SENDEN

If the data have been successfully sent, the user will receive a message confirming the action with the option of
printing the message.

PHARMNET »>» Anderungsanzeigen >»» Senden der Anzeige

Arbeitskorb W

# 00000005 Test 1 Anzeige

Senden der Anzeige

Ihre Anzeige wurde erfolgreich Gbertragen.

Sie kénnen nun eine druckbare Version Ihrer Daten (pdf-Format) anfordern.

DATEN DRUCKEN

Depending on whether additional documentation is to be submitted with the paper version, the variation is
presented differently:

1. If no further documentation is to be submitted, the form will have a green-framed info box with a notice
indicating that that data has been successfully submitted.
2. If additional documentation is to be submitted, the info box will be framed in red.

Depending on the particular case, an organisational unit will be included in the address of the CA.

The original variation has the watermark “FINAL”".

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Note:

It is important to state expressly that no subsequent changes must be made to the variation, except the
handwritten signature. The user has agreed to accept this and the other conditions of using this procedure by
his or her confirmation of the General Terms and Conditions of Use.

LT
Flatz fiir Bitr bt Eingangsstermnpe
A des
Bundasinstitut fiur
Arznaimittal und Madizinprodukia
an 214
FurtGeom-Hiesingar-Allea 3
D&3175 Bonn
Arnzeige
von Anderungen nach 28 und/oder §105 Arznaimittel gesstz
Murrner der Anzeige: ooo00er
Titd der Anzeige: Han 1
[t Anderungsanzeige: 0204, 007
Serdedaumn der Anzeige: 2000402 130171 2993
Pulassungsichaber: Pharmrazeuischer Untemehrner Musteimnznn
Untamehremurinmer: 0000000
Croline Dsemurnmer: P EADIDZS
1B
Hatz fiir Etarkt Eingangs stemnps

A s

Bundesinstitot fur

Arznaimittal und Mladizinprodukia

an FE11

KurtSeom-Kiesingar-Allea 3

DES5175 Bonn

Arnzeige
von Anderungen nach §28 undfoder §$106 Brzncimittelgesetz

Murorner der Anzeige: ooooosa

Titd der Anzeige: Han 2

Daton Andaungsanzeige: 02104, 2007

Sendedaurn der Anzeige: 2007-0d-02 124702642

Aulaszungsichaber: Phatrrazeuischer Untemehmer Wosteirnann

Untemehriemunnmer: 0000000

Cnline Usemurimet: FEADDZS

Crline Lsemarne: Muster Warn

Bezug

Bexug aufYaigang:

WO

LY Lok .

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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6.2 European variations according to Regulation 1084/2003/EC

The generation of European variations with the Online Variation Submission application follows the same
principles as purely national variations. By necessity, there are differences due to the different legal basis and
the mandatory European form. To comply with published requirements and guidance documents, two types of
documents are generated:

1. The fully completed variation form;

2. The cover letter to the CAs with the necessary additional information.

In contrast to the national variations and the cover letter (both of which are generated as a pdf-document), the
European variation form is produced in Microsoft Word format, compatible with the 2003 version and later. This
enables the user who employs Word for the online application with the BfArM-generated form to use it for other
participating countries too. If no further processing is planned, the document can be opened and printed out with
the Word 2003 Viewer available free of charge.

The Variations menu is displayed in English only. At present, when the European Variation procedure is

selected, the navigation switches automatically from German to English. The application will soon be enhanced
to permit user language-select from the very outset.

PHARMNET ::» Notification of change »»» Basic Data EXPLANATION

Task Area : var. 3: Changes 4: Var. Data Status

PHARMNET HOME

POST BOX

NOTIFICATIONS OF CHANGE

# 00000518 29.03.2007 07:50:11 Notification
BASIC DATA
BASIC DATA VARIATION Basic Data
VARIATION CHANGES Title of notification: 29.03.2007 07541

1
VARIATION DATA e notification of change:  01.04.2007
STATUS OF VARIATION
Reference

SUBMIT NOTIFICATICN

PREFERENCES Reference to act Benutzerﬁjhrung
LoGoUT from: in Englisch
File number:

01.04.2007 14:26:08
1.1.0 build 20070307

Remarlk:

6.2.1 Task Area frame
The Task Area contains the same functions as the national variations that have been described above.

6.2.2 Master data

As with national variations, a European variation can also be assigned a user-defined title and a submission
date. This is done by overwriting the default title (title = date stamp, date = current date) with which the variation
is generated. There is also the option of referring to a former submission or activity.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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FHARMRKET HOME

PHARMPET s Nobfication: of chunga 550 Bazic Dnts

POST |

MOTIFICATIONS OF CHARGE

& DoOnoN0s

BAS DT DT

BASIT DATA VASIATION

Basic Data
Title of notficabion:

VARLATICN SHARGES 5o
VARLATICN DATA 3
S Cate notification of

ETATUS OF WARLATION change: E:‘M
SUBMIT MOTIFICATION | Datum der Anzelge l_
Ralarance 1
SREIPERINCES
LoseuT lerencs to Bdtivity:
from:
1042007 213908
1.3.58 build 20670250 K File numbsr:
Bezug herstellen | remank:
|
Contact Perscn
e Hu:unt;:itﬁ-lersun
Fhone: (1228 AT74332 " triragsteller
E-Mail: hamEtfarm da
|— Sagyy af thi Caver Shast
1. Sign Maswms: Mysar Mann

As with national variations, the details of the contact person are populated with the data of the presettings or
data from a master copy/template. The details for the first signatory in the Sign of the Cover Sheet area are
obligatory.

At Mode of Process, select the second option for European variations and then select an ENR that is valid for
BfArM.

— Sign of the Cover Sheet
1. Sign Name: Muster Mann
1. Sign Place: Bann ‘
1. Sign Function: Xz
2. Sign Name:
2. Sign Place:
2. Sign Function:

Please determine the mode of process and select the drug for which the changes
shall be notified.

— Mode of Process

Please determine ct process:

n of Changes pursuant to §29 AMG
(® Notification of Changes pursuant to Variation Regulation

— ENR

Please specify the ENR of the drug for which the changes shall be notified

[ show open notifications of change for the specified ENR

ENR: 19593023

%

These details are entered into the variation form by clicking on Next.
Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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As an alternative to direct entry of the ENR, the list of available medicinal products will be displayed by using the
ENR Selection option enabling a selection then to be made.

PHARMMNET HOME PHARMMET =:> Notification of change ::: Basic Data

POST BOX -
Submit
NOTIFICATIONS OF CHANGE

TASK AREA # 00000006 15.04.2007 21:28:08 Notification

BASIC DATA

BASIC DATA VARIATION List of ENRs ENR auswihlen

Tast-Arzneimittel fir Muster
PREFERENCES

LOGOUT CANCEL ‘-%?
19.04.2007 21:28:30

1 7 £ hdld AannTnaan

WARIATION CHANGES

WVARIATION DATA
STATUS OF VARIATION
SUBMIT NOTIFICATION

6.2.3 Variation master data
The next step is entry of the master data of the variation.

6.2.3.1 General Information - Part |

In the General Information - Part | area, the variation type, the variation number, and the concerned Member
States will be defined. The fields of the MRP/DCP variation number with a grey background automatically
contain the selection Human, the RMS, and the variation type. The fields with a white background are
completed manually. According to the Best Practice Guide, the AM number is four-digit, with the number of the
strength and the serial number of the variation to be entered in three-digit format.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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POST BOX 2: Basics Var. [EcHeIERNEE Status
NOTIFICATIONS OF
CHANGE
# 00000006 19.04.2007 21:28:08
TASK AREA Notification
BASIC DATA ) o Ubernahme nach
Basic Data Variation Auswahl "Type of
VARIATION CHANGES — General Information - Part I App"catlon
VARIATION DATA HUMAN O ERINARY
STATUS OF VARIATION
SUBMIT NOTIFICATION (] NATIONAL AUTHORISATION IN
MRP variation number: f / / / /
PREFERENCES
[0 COMMUNITY AUTHORISATI
LOGOUT L
EMEA variation number; EMEA /
19.04.2007 21:30:27 [0 NATIONAL AUTHO TION ONLY
1.2.5 build 20070420
Reference Member
manuelle OAT OBE OBG OCY OCZ ODE ODK O EE O EL
Eingabeoder — OES O OF OHUOIE OIS OIT OU OLT
. p Ow Ow OMT ONL ONO OPL OPT O RO O SE
uber (Kopier-
( P ) O s O SK O UK
Vorlage \
vorbelegt
\ Concermned Member State(s)
OAT OBE OBG OCY OCZ ODE ODK O EE O EL
NOEs Of OFR OH OE O O Ou 0L
Ow Ow OMT ONL ONO OPL OPT O RO O SE
O s O SK O UK
[J NONE
Tvne of Annlicatinon

For Type Il variations the selection must be specified in greater detail.

Type of Application

[ Type IA Auswahl des Variation-Typs

O Type 1B

O Type IT [ Safety
[ Indication

Condition (indication) listed in the Human "Register
/of designated Orphan Medicinal Products"? [ Yes [J
No
[ following Urgent Safety Restriction
Spezifizierung | [ Quality
einer Typ II- ] Other
Variation Annual variation for human influenza vaccines

— General Information - Part I

(Invented) Name:
Test-Arzneimittel fir Muster

\
(—___/

/

Active substance(s): ‘_\\

Substance 1:
Acetylsalicylsaeure (Ph.Eur)

Eingabe der
Arzneimittel-
bezeichnung

Strength(s):

Pharmaceutical form(s):

mit AMIS-Daten
vorbelegt

Substance 2:

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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6.2.3.2 General Information - Part Il

In the General Information - Part Il area, specific details on the company and the medicinal product are entered.
The name of the medicinal product and of the active pharmaceutical ingredients are taken from AMIS and
added to an empty form. The Strength and Pharmaceutical form(s) fields are mandatory and must be completed
manually. Due to the structuring of the product name into three parts, i.e. Invented Name, Strength, and
Pharmaceutical form, the name of the medicinal product cannot currently be displayed directly from AMIS. This
information must be distributed among three fields for the complete description to be displayed under the
Invented Name. The active pharmaceutical ingredients are taken from AMIS, as is the German marketing
authorisation number.

Ma number(s) *: 1993023.0000 se— | gys AMIS (Obernommen

MName and address of MA holder:

Company name:

Address:

Address addition:

Zipcode: City:
Country;

The other data are to be entered appropriately. Where necessary, the telephone number must be amended in
accordance with the European Guidelines; (this should thus be carried out in the presettings). The data entry is
confirmed by clicking on NEXT.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Mame and address of Contact:

During wariation procedure:

Company name;

Contact name: Muster Mann
Address:

Address addition:

Zipcode: Nummer gem. europ.

City: Regeln anpassen
Country:

Telephone number: 0228 2074332
Fax number:
E-mail: hiornEhkarm. de

After completion variation:

Company name;
Contact name:
Address:
Address addition:
Zipcode:

City:
Country:
Telephone number:
Fax number:
E-mail:

Lpplicant's reference:

BT

TIP:

Due to the large amount of data to be entered manually in the General Information - Part Il, it is strongly
recommended that company-specific templates are prepared in advance. If a variation has already been
generated for a medicinal product by this software tool, this can then be used as a master copy for
subsequent variations

6.2.4 Variation changes
Irrespective of whether the variation is a Type IA/IB or a Type |l variation, in the next step the user is presented
with the catalogue of minor changes or with the form for major changes.

6.2.4.1 Type IA and IB variations

The catalogue for minor changes contains all 46 positions for main changes and consequential changes. If the
Type A is selected, then the IA options are made available, both for the main change and for the consequential
changes. For Type IB changes, the IA options are inactivated for the main changes. For the consequential
changes, both types are available for selection.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Type IA and IB Changes

Main Conse-

guential

Change 5

change

IA IB 1A IB
1 Change in the name and/or address of the marketing 0

authorisation holder

2 Change in the name of the medicinal product r [

3 Change in name of the active substance ] ]

4 Change in the name and/or address of a manufacturer of
the active substance where no Ph.Eur.Certificate of "]
Suitability is available

5 Change in the name and/or address of a manufacturer of

the finished product u
6 Change in ATC Code

a) Medicinal products for human use ] ]

b) Medicinal products for veterinary use "1 "1

7 Replacement or addition of a manufacturing site for part
or all of the manufacturing process of the finished

A P

Apart from the restrictions just described above, the choice of changes is at the discretion of the user.

6.2.4.2 Type Il variations
For Type Il variations, the module in which changes are to be made is selected.

Task Area 2: Basics Var. 3 Changes 4: Yar, Data Status

30.04.2007 10:00:27 Matification

Type II Changes

__for human medicinal products only

a Change to Module 1
" Change to Module 2
il Change to Module 3
r hange to Module 4
" Change to Module 5

O averview
" Summary
a Updated
L addendum

After clicking on, the upload function is displayed.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.

Seite 43 von 64 Seiten

ROBERT KOCH INSTITUT

v * Bundesamt fir * Bundesinstitut L A&, Paul-Ehriich-Institut
W2 | Verbraucherschutz und 7 Far Arzneimittel 3 a: ANy Iwtarsto St it v

Lebensmittelsicherheit und Medizinprodukte S—

S
4



7\,
(- N LI Online Variation Submission — User manual 04/07

Type II Changes

___for hurman medicinal products anly

[ change to Module 1
O Change to Module 2
¥ Change ta Module 2 L1 ipload file(s)
[ change ta Madule 4

il Change to Module 5

L1 owerview
] surnrmary
il Updated
[ addendum

o | e |

If an upload is to be carried out, the appropriate radio button is activated, a title assigned to the upload, and a
file selected (*.pdf or *.rtf). The selected file is then uploaded.

Type II Changes

_for hurman medicnal products only

] Change frpbdecule
[1 changetd Upload auswihlen

Change to Mogdule =3 il upload file(s)
Ch%ucument type of theW Titel vergeben
11, Upload Title:

2, Upload Title:
(13, Upload Title:
4, Upload Title:
()5, Upload Title:

Choose a file for upload from your computer (* it pdf):

I Durchzuchen...

\ SLBMIT f

Datei auswihlen t&

il Change to Module 4

The upload is displayed in the form with the title freely assigned by the user (in this case: Title 1), the name
assigned by the system and the original name, either with or without the file path, depending on the presettings

selected. The uploaded document can be viewed by clicking on the system name, or deleted by clicking on the
bin.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.

Seite 44 von 64 Seiten

ROBERT KOCH INSTITUT

Bundesamt bir Bundesinstitut 4, Paul-Ehrlich-Institut
Dlvnl ‘Q Verbraucherschutz und * fir Araneimitie! \ Oq &, DS

Lebensmittelsicherheit und Medizinprodukte )

S

‘4
L]
a



7N\,
PharmNet.Bund ) .o ..
\ (WE - Online Variation Submission — User manual 04/07

Choose the documeant type of the upload file:

(11, Upload Title: Tited 1
12, Upload Title:

(13, Uplaad Tipe:
14, Upload Title:
i_15. Upload Title:

Systemname der Datei

Chooze a & for upload from your computer (* i pdf):

| / i Dunzhzuchen... ‘|

Titel 1: C+Z0070430100748 r3upll.of T
{onginal: C:hOokumente und Einstellungenihorn'Eigene
'Driginalname DateienyCamtasia Studio\Deskophefs\Tast.rif)
der Datei, hier
. SLIEMIT FILE
inkl. Pfad SAEMTER

6.2.5 Variation data

In the fourth step, the information specific to the procedure will be entered. According to the Notice to
Applicants, a brief summary of the open and parallel variations is to be entered.

cHReGELIEE 4: Var. Data

Submit

# 00000008 Variation
MNotification

Variation Data
Kurzdarstellung

laufender bzw.
paralleler Verfahren

AT UII, UIII_.’UIII\:’ VUTTIULITT \.-r Other
parallel, or renewal application(s), or line-

— Other Application(s)

Please provide brief infor
variation(s) submitted i
extension(s)

Test-Daten 1

— Scope
Please specify scope of the change(s) in a concise way
Test-Daten 2 € Kurzdarstellung des
Rahmens der
Anderungen

The scope of the planned change is briefly stated, and, where necessary, distinguished from other variations.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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TIP:

For open variations, the report in Step 1 can be used as the current information source for selecting the
medicinal product and the procedure.

e ——— e g . — e g e e e e e e e e

EME: 19599023 EMR SELECTICN

¥ SHow open notifications of change for the specified EMR

A brief justification is then given for the planned changes, including the consequential changes; and the
proposed changes are entered verbally. A document can be optionally attached, for example, if describing the
change using the form does not prove practical. In that case, the attachment will be referenced in the Present-
Proposed fields. Consideration should be taken of the fact that currently only the BfArM receives this document;
for other countries, the variation form would require supplementation.

— Background for Change & Justification for Consequential Changes

Please give brief background explanation for the proposed changes to
your MA, as well as a justification in case of conseguential changes (if
applicable)

Test-Daten 3 -

Begrlindung der
geplanten Anderungen

____Present and Proposed Wording or Specification

Present * Proposed

Gegeniiberstellung
bisherige Angaben -
kiinftige Angaben

E‘Tlnadﬂleisl
_.&ﬂne$

The fallowing amende duct information text proposals (Annexes) are incduded,
where applicable:

Optionaler Upload

O Summary of Product Chars
1 Labelling

L] Package leaflatfinsart

[ Mock-ups

[ Specimens

T T

By clicking on the check box, the upload area is opened with upload options for 6 different document types.
Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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upload file(s)

Choose the document type of the upload file:

(O Clean Version (Germ.)
' Highlighted Version (Germ.)
(O Change Index (Germ.)

(O Clean Version (Engl.)
(O Highlighted Version (Engl.)
(O Change Index (Engl.)

Choose a file for upload from your computer (*.rif/*.pdf):

Durchsuchen...

SUBMIT FILE

In the Annexes area the decision is made as to which part of the product information will accompany the
variation.

To do so, the required check box is clicked.

— Annexes

The following amended product information text proposals (Annexes)
are included, where applicable:

i1 Summary of Product Characteristics
ﬂhabelling

O Package leaflet/insert
O Mock-ups
O Specimens

By clicking on SPC, for example, a further check box is displayed with which the upload window can be opened

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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— Annexes

The following amended product information text proposals (Annexes)
are included, where applicable:

Summary of Product Characteristics

Wd file(s)
Choose the document type of the upload file: \

O Clean Version (Germ.) (O Clean Version (Engl.)
(2 Highlighted Version (Germ.) (O Highlighted Version (Engl.})
O Change Index (Germ.) O Change Index (Engl.)

Choose a file for upload from your computer (*.rtf/*.pdf):

Durchsuchen...

SUBMIT FILE

[ Labelling

[1 Package leaflet/insert
[0 Mock-ups
[0 Specimens

6.2.6 Status of variation

As with national variations, with European variations users have the option of generating a status report at any

time. The report here is in two parts: The variation form (in Word 2003 format) and the cover letter in pdf-format
which contains all other important information, in particular, details of the uploaded documents.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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3! Changes d: War, Data Status Submit

#000 30.04 7 100027 Matification

Status of VYariation

WICHTIG: Bitte kantrollieren Sie vor dem Senden noch einmal genau Ihre Angaben. Mach
erfalgreicher Ubertragung der &nderungsanzeige gilt die Anderungsanzeige als
eingereicht,

erzeugt Entwurf des
Variation-Formulars

Murnrner der Anzeige:

Titel der Anzeige:

Datum Anderungsanzeige:

SEhar Linternehimer "1..:-:!‘-'"|:!" erzeugt Enmur‘f des
Anschreibens an das
BfAr

Zulassungsinhaber:

Unternehrmernurmmer:

Cnline Usernurnmet:

|
|
|
Sendedaturn der Anzeige: |
|
|
|
|

Cnline Username:

Bezug

Bezug auf Worgang:

Aktenzeichen:

Bemerkung:

wvarmd | |

Ansprechpariner

The two documents are generated by clicking on the respective fields.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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An das

Bundesinstitut for

Arzneimittel und Medizinprodukte

an FG11

Kurt-Georg-Kiesinger-Allee 3

D-53175 Bonn

Nummer der Anzeige:
Titel der Anzeige:

Datum Anderungsanzeige:
Sendedatum der Anzeige:
Zulassungsinhaber:
Untzrnehmermummer:
Online Usernummer:
Online Username:

Platz fOr BfArM-Eingangsstempel

Variation
00000397
30.04.2007 10:00:27
30.04.2007

Pharmazeutischer Untzrnehmer Mustarmann
0000000

PEADDOZ3

Muster Mann

Bezug

Bezug auf Vorgang:
vom:

Aktenzeichen:
Bemerkung:

Ansprechpartner

Name: Muster Mann
Telefon: 0228 2074332
E-Mail: horn@ bfarm.de

Angaben zum Arzneimittel
Arzneimittelbezeichnung: Test-Arzneimittel fOr Muster

Darreichungsform: Filmtablette
ot LT - e s

s

APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

HUMAN = VETERINARY []

(] NATIONAL AUTHORISATION IN MRP
[] COMMUNITY AUTHORISATION
] NATIONAL AUTHORISATION ONLY

MRP variation number: DE/MIN
EMEA variation number:

Reference Member State

[JAT [0BE [BG [JcY [Jcz [XDE [JDK [JEE [JEL [JES [JFI
Ois OT Ou
Osk CJuk

[JFR [JHU [JIE
O Ow Ow Owt ONe Ono Ope OpT Oro Ose Os!

Concerned Member State(s)

KAT KBE [(IBG [Jcy [cz [oeE [pk (e [Jer [Jes [Fl [OFR [JHU [IE
s T o O Ow Ouv Ot BENL CNno P PT RO [ISE [ISI
sk [Juk [INONE

Type of Application

L] Type IA
(] Type IB
] Typell  []Safety
Indication
Condition (indication) listed in the Human “Register of designated Orphan

Medicinal Products”? [Yes [INe
[Jfollowing Urgent Safety Restriction

& Quality

] other

[] Annual variation for human influenza vaccines

gt o, e, - w

Py AR g,

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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6.2.7 Submit variation

Before the variation can be submitted, the user has to complete specific declarations with respect to the
variation.

# DoooooDo08 Variation Notification

Submit Notification

— Declaration of the Applicant for Type 1A or Type IB

1 hereby submit a notification for the above Marketing Authorisation to be varied in
accordance with the proposals given above. I declare that (Please tick the appropriate
declarations):

There are no other changes than those identified in this application (except for those
addreszed in other variations submitted in parallel; such parallel variations should be
specified under "Other Application(s)');

The change(s) will not adversely affect the quality, efficacy or safety of the product;

All conditions as set for the notification(s) concerned are fulfilled;

The reguired documents as specified for the notification(s) concerned have been
submitted;

Where applicable, national/EMEA fees have been paid;

This notification has been submitted simultaneously in RMS and all CMSs (for products
within the Mutual Recognition Procedure) or both to EMEA and Rappaorteur only (for
products within the Centralised Procedure).

Change will be implemented from:

Mext production run/next printing

I:l Date:

The information regarding the signatory is taken by the tool from the master information.

— Signatory
Fees paid (if applicable) Amount

Please specify fee category under National/Community rules

1 Orphan Drug fee exemption granted (attach fegNotification of the competent
authority) T \

Main Signatory Status (Job title) w2z

Print name Muster Mann Date /ﬂ 15.04 2007
Second Signatory — Status (Job title)
Print name Date

Finally, as with the national variations, it must be noted whether other documentation will accompany the paper
version. The “General Terms and Conditions of Use” must be accepted. Further explanations for the BfArM may
also be entered. The variation can then be submitted.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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—— Documentation

Further documentation will be filed with paper version: Notwendige
O yes < Zusatzangaben fir das
@ ne BfArHq
-
—— Terms and conditions ‘/

Die C+allgemeinen Nutzungsbedingungen des BfarM zum elektronischen
Anzeigeverfahren fiir Anzeigen nach §29 AMG =owie Variations gemal Commission
Regulation (EC) 1084/2003 werden akzeptiert.

\ Mbglichkeit fur weitere

Erlduterungen/Hinweise

—— Remark

s

As with the national procedure, a confirmation dialogue will then be displayed. Once this is confirmed, the data
are submitted definitely.

Note:

In the first phase there is a strict interpretation of the Variation Regulation with reference to the resulting
conditions and documentation in such a way that, in accordance with the selected main and consequential
changes, these are automatically attached to the variation. If, in individual cases, not all conditions and
documentations can be fulfilled, then the remarks field can be used to provide information regarding which
conditions and documentations are not fulfilled. In this case, the variation form, which is submitted to the BfArM,
can be amended to accommodate the changes in the remarks field. If the remarks field does not contain any
information, the variation is to be submitted unchanged.

—— Documentation

Rl Windows Internet Explorer B|
O wes )

l:%:'I'IIZI "

2

The notification wil now be sLbmitted,

i j T—‘
— terms and condi Wolld vou like to continue?

Die C+allgems =N
Anzeigeverfah [ ikl I [ Abbrechen Commission
Regulation (E - }

—— Remark

If the data has been successfully transmitted, the user will receive a confirmation message and can print out the
document.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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PHARMMET :»» Motification of change Submit Motification

Task Area

#0000 30.04.2007 10:00:27 Notification

Submit MNotification

Your notification was subrmitted successfully,

Mow you can demand a printable version of your data (pdf-format f MS-\Word
2003-format).

® B PDF "BfarM cover shaet”
D@S—Ward 2003 "Variation Motification”

TN
Auswahl %

As with the national procedure, the letter to the BfArM now contains all the required features of the original,
including the watermark “FINAL".

Platz for BfArM-Eingangsstempel
An das

Bundesinstitut fiir

Arzneimittel und Medizinprodukte
an FG11
Kurt-Georg-Kiesinger-Allee 3
D-53175 Bonn

Variation
Nummer der Anzeige: 00000397
Titel der Anzeige: 30.04.2007 10:00:27
Datum Anderungsanzeige: 30.04.2007
Sendedatum der Anzeige: 2007-04-230 10:13:29:399
Zulassungsinhaber: Pharmazeutischer Unternehmer Mustarmann
Unternehmernummer: 0000000
Onling Usernummer: PEAODD23
Onling Username: Muster Mann
Bezug
Bezug auf Vorgang:
vom:
Aktenzeichen:
Bemearkung:
b lpanrasly A e S PR e )

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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7 Virtual Mailbox

Another component of the first phase of the Online Variation Submission application is a Virtual Mailbox which
provides the user with an overview of his or her variations, the processing status, and, where applicable, the
outcome of the procedure. Here the submitted variations will be made permanently available together with the
authorisation letter from the CA which will be available shortly.

The Virtual Mailbox made available by the Online Variation Submission application is a precursor of the future
virtual mailbox which is currently being developed by PharmNet.Bund as its own product.

The Virtual Mailbox can be opened via the navigation bar on the left:

[T T e i, T T T T i T T T T N o o et N e T T N e A e o T )

PH&RMMET nderungsanzeigen »»+ Arbeitskorh

Arbeitsloorh

PHARMMET HOME

POSTFACH
ANDERUNGS+ . 7EIGEN

ARBEIT: ——Anderungsanzeigen in Arbeit

VOREINSTELLUNGEN keine Anzeigen in Arbeit

LOEouUT

—Meue Anzeige
27.03.2007 18:32:27

1.1.0 build 20070307 ' |eeres Formular

e T e eV e N - L SN e = SRt W MEDURY | WA S R b

7.1 Structure

The current mailbox consists of two reports which are generated when the mailbox is opened. The user can
select between the two reports by using the tab. The Submitted variations report contains the data stored by
PharmNet.Bund. The AMIS variations report provides information on variations stored in the AMIS database
operated by the CAs.

7.1.1 Submitted variations report

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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PHARMNET HOME PHARMMET i3 Pastfach
[ sesenione ansonngsancoe | R

ANDERUNGEANTEIGEN |

Gesendete Anpeigen

VOREINSTELLUNGEN I
[ LesauT [ Aritragstetior
15,04, 2007 14:29:01 ¥ |7:ulas sungsnhaber;
| 4-2.0 build 20070412 Untemehmemummear:
Suche nach Nr/ENR: n
suche nach Sendedatum: EEl

Es wurden folgende gesendete Anzeigen gefunden;

[ T e e | mevemeiname ] gesendton | ]
—1
lE

012007 | l[2007-03-23
|
0000004311, 2:07:20 J[12:0%: 38510 "ﬂ]
o ||z00a.zo07 || Nzvor-oa-zo iral
nnnnnn:l.»_| 20.03.2007 ||, . i "ﬂ" || 1|

The Submitted variations report contains the following information:

The automatically assigned registration number (in the form of a unique identifier);
The title freely assigned by the user;

The unique entry number of the medicinal product (ENR);

The name of the medicinal product (as defined in AMIS database);

The date of submission;

The variation form (and for European variations the additional cover letter).

* & & & o o

For filtering the listings two options are available:

1. Search for a registration number or ENR: By entering the first digits of the registration number or ENR,
the variations can be filtered for the relevant entry.
2. Search for submission date: The required variations can be searched by entering a specific submission

date.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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PHARMNET HOME PHARMMET »+» Postfach m

POSTFACH

ANDERUNGEANZIEIGEN
VOREINSTELLUNGEN

LOGOUT

13082007 14: 29101
1.2.0 build ZooToa12

Suche | =—n

Gesendete Anzeigen

Antragstedier

| esendene Anderungsarzegen IR

N D1LEILE
| Etatus aingareicht
| Kontakt; Her Hugsndubal

Zulzssungsinhaber
Urtemeshmeamummer:

Suche nach Nr./ENR

Suche nach Sendedatum

Es wurden folgende gesendete dnzeigen gefunden:

[ilnlelelalind

£3.03.2007
12:07:20

oooDDDE2

20032007
1ERED

F
I'

[(Tel.) DZ2E
20Z020)
'Eerscr-a-nf ﬂj
weitere
l:‘ﬂl:l?-‘.'ll-‘.‘j
| 12:00: 38510 ||ﬂ|| [ 1 Infﬂ
SN s T

The last column again contains an i-field. By hovering the mouse pointer over this field, information from the
AMIS database is displayed in the explanatory window, including status information, the contact person at the
CA, and, where available, the authorisation letter.

7.1.1.1 Search for registration number or ENR

The search for registration number/ENR can be front-masked or end-masked using a “?".

Example: End-masking

With end masking a “?” is placed at the end of the entered sequence of digits.

| gesendete Anderungsanzeigen

Gesendete Anzeigen

Antragsteller

AMIS Anderungsanzeigen

Zulassungsinhaber:
Unternehmernurmmer:

Pharmazeutischer Uni

oooooog

Endmaskiert

Suche nach Mr. oder ENR:

Suche nach Sendedatum:

000007

«

o (BT || e om0 e B
e el e e s ) 5 B
e i e el e B
00000008 || variation 1999023 I,Esstt';””eimitte' iy e e 1] ([
00000005 || Test 1 1999023 Iqisstt';"“imitte' fr 22?2?5-:0:3-:13?18 [i]

WWEITER

The search result displays all datasets that begin with the number 000001.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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Antragsteller

Zulassungsinhaber:
Unternehr

Pharmazeutischer Unternehmer Mustermann
ooooo

Treffer

Suche nach Mr, gder EMR: SUCHEM

Suche nach SEndedaturn:

SUCHEM

m Arzneimittelname gesendet am .I.

20.04.2007
05:15:05

Z2007-04-24

Test-Arzneimittel fur
1999023 09:06:09: 640

ooooo1o9 Muster

Example: Both front- and end-masking

With front-end-masking the sequence of digits is bracketed with two “?".

| gesendete Anderungsanzeigen

&MIS Anderungsanzeigen

Gesendete Anzeigen

Antragsteller

Ziffer 4 Front-
Endmaskierung

Zulassungsinhiaber: BfarM Bundesinst#lit f

o/ I

Unternehmernummer; 8002429

dukte

Suche nach MNr. oder EMR: 47

Suche nach Sendedatum:

[~ | et | N | remeimitteiname | gesendetam | ||

olel

Testarzneimittel O, 10
26,04 ,.2007 ! 2007-04-26
00000293 11:02:18 19959386 mg Sl Eulver und 11:06:46:000
Lasungsmittel
Testarzneimittel &, 10
26.04,2007 ! 2007-04-26
00000296 || § 1 iee a7 1999069 |(mg / ml, Eulv_er und 110017978

1i-19

The search result displays all medicinal products which have this number sequence in the registration number

or the ENR.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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Gesendete Anzeigen

Antragsteller

| gesendete Anderungsanzeigen

Anderungsa

Zulassungsinhaber:
Unternehmernumme

BfarM Bundesinstitut fuer Arzneimittel und Medizinprodukte
r: BO02429

Suche nach Sendedatum:

Suche nach Mr. oder EMR:

Treffer

arzreimittelname

[oczondotom | ||

7.1.1.2 Search for date
To perform a date search, the date in entered in yyyy-mm-dd-format in the search box and the search function

is activated.

| gesendete Anderungsanzeigen

Gesendete Anzeigen

Antragsteller

gesuchtes Datum in

Zulassungsinhaber:
Unternehmernurmrmer:

Pharmaz
aoooooo

2007-04-25 =y B
oo e " 135:50: 256581
Tegtarzneimittsf C, 10
2007-04-25 B
o
1998392 rgllf rnl, P.“':‘f(““d D8:D6:43:877
LaEungsmitt
starzneghittel <, 10
2007-04-23 = -
00000041 || QML 1993392 "g,-’ml, 'ulver und 12:05:07:525
dsungshittel
Testagineimittel O, 10
KZ.UZX ° ! 2007-04-20 = -
00000024 [t art 199a986flmg Jfnl, Pulverund || T30 00000 =]
Lasdngsrittel
T¢starzneimittel B, 10
2007-04-20 =k B
=X W
00000022 || A5 Test 5 1999046 || g / ml, Pulver und (| 7o 120000
dsungsmittel
HI Wariation Testarzneimittel B, 10 el
00000011 || Test 20.04.2007 || 1999046 || rmg / ml, Pulver und 20,0? ,04 ,20 @
. o 08:57:35:1440
0&:45:55 Lisungsmittel
||HI Test ” ”Testarzneimittel B, 10 ”nnn-, e ” ” — ”.—L

dieser Form eintragen

eutischer SHEI’HB THEr MUsterman

Suche nach Mr, oder EMR:

Suche nach Sendedatum:

2007-04-19

[ oesensetom | |1
oooootos || 20.EEES7 |lasssaza | Toet Areneimitel fr |20 o [i]
ooooooto || Z2.04. 2587 |lasssnza | Toet Areneiminel R B0 e =) 4]
o0o0000s || 22 TR0 ||aessnzs || o Sreneimitel fir | 00T e [i]
00000008 || Variation 1999023 I,Izsstt'e""r"”eimi“e' il e s ] ([ 1]
00000005 || Test 1 1999023 qusstt'e""rrzmmitte' g 22:055-:0:8_:13?18 E

ZURUCK

The matching data are displayed.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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gesendete Anderungsanzeigen [EGIERLRTIEE

Gesendete Anzeigen

Antragsteller

Zulassungsinhaber: Pharmazeutischer Unternehmer Mustermann
Unternehmernurmmer: 0000000

Treffer
Suche nach Nr. oder E

Suche nach Sendedaturm:

e | el | o |

- Test-Arzneimittel fir 2007-04-19

00000008 || Variation || 1999023 Muster 4540 746
Test-Arzneimittel fir z007-04-19

00000005 || Test 1 1999023 Muster 51175485918

WEITER

Date searches may also be end-masked.

| gesendete Anderungsanzeigen NG ETe a T - E e 210

Gesendete Anzeigen

Antragsteller

Endmaskierung
Zulassungsinhaber: Bfa&rM BUrteresTT LILL7I:.‘I mroremmerer o Medizinprodukte

Unternehmernummer: 8002429

Suche nach Mr. oder EMR:

Suche nach Sendedatum: 2007-04-27
11-19
[~ | et | enn | Areoeimittoiname | gessnastam | | | ']
Testarzneimittel O, 10 [ ]
26.04.2007 ! 2007-04-26 &Y (| -
no000zgs | 55020 1998986 || ma / ml, Pulver und s oo ]
Lasungsmittel
Testarzneimittel 4, 10 [ ]
26.04.2007 ! 2007-04-26 =
00000296 (|70 p iar 1999069 |(mg / ml, Pulver und ii00i17 675 i
Lésungsmittel
Testarzneimittel E, 10 [ ]
26.04.2007 ! 2007-04-26 &Y (| -
no000z77 || 20 2ss 1998963 || ma / ml, Pulver und 1. eaE ]
Lasungsmittel
r i i T T I———r—

All variations which match the search profile are listed. By entering 2007-047?, for example, all variations from

April 2007 will be listed.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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| gesendete Anderungsanzeigen YR P EEGECTE1

Gesendete Anzeigen

Antragsteller

Zulassungsinhaber: BfarM Bundesinstitut fuer &rzneimittel und Medizinprodukte
Unternehmernurmmer: 2002429

Treffer
Suche nach Nr. oder EMR:

Suche nach Sendedatum: SUCHER

“ Titel m Arzneimittelname

Testarzneimittel , 10 2007 %423
00000041 || oML 9 1998992 |(rmg / ral, Pulver und 1205 97:525

Lasungsmittel

Testarzneimittel D, 10 %
12.02% - ! 2007-04-20
Q0000024 || e o 1998986 || mg Jml, Pulver und 13:35:45:192

Lésungsmmittel

| ” ” ”Testarzneimittel B, 10 ||9nn?.n4_9n ”:”:”:Il

7.1.2 AMIS variation report
The AMIS variation report contains the following information:
¢ The unique entry number of the medicinal product;
+ The application date freely assigned by the user;
¢ The serial number (default value 01, where several variations are made on one day, this value always
increases by 1 in each case);
The structure number of variation particulars from the AMIS database;
The structure number text;
The processing status;
The contact person at the CA,;
An authorisation letter where relevant.

* & & o o

With the structure numbers displayed, it should be noted that validation and evaluation can lead to deviations
from the originally submitted variations.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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PHARMNET HOME PHARMMNET »»» Postfach

POSTFACH gesendete Anderungsanzeigen AMIS .ﬁ.ndemnqsanzengen
ANDERUNGSANZEIGEN

VOREINSTELLUNGEN

LOGOUT
13,04,2007 17:11:55 Zulassungsinhaber:
1.2.0 build 20070412 Unternehmarnummer:

_h Suche nach ENR/Startdatum: SLICHEN

Es wurden folgande AMIS Anderungsanzeigen gefunden:

3-4 85-8 7-5 9-10 11-12 >>»

Antrags-
EMNR fBrief- Mr. | SENR SENR Text Eontakt
datum

||20D30?18 ‘01 ||:|05d Nichtwirksame Bestandteile nach

Art und Menge
The search function corresponds to that of the Submitted variations report, except that the date is entered with
the following format - yyyymmdd i.e. without a hyphen.

‘Beanstandurrg

7.2 Status information

The following status messages are available:

Submitted: The electronic variation was successfully transmitted to the CA.

Received: The paper version has been received by the CA.

In progress: The validation has been completed. The variation has been transferred for assessment.
This status change is accompanied by assignment of a contact person.

End of procedure (positive): The variation procedure was positively completed.

End of procedure (negative): The variation procedure was negatively completed.

Objection: An objection was raised with respect to the variation.

Withdrawal of the variation: The variation was withdrawn by the applicant.

*

* & o o

Positive decisions for electronically submitted variations will be sent via the virtual mailbox, only in cases of no
authorisation letter, by registered mail or instruction on right to appeal as required by law.

Note:

The AMIS variations report also includes conventionally posted variations. These paper-based variations will be
included into the report only after a status change relevant for the mailbox. The MAH will, therefore, also receive
a status report in the same way for conventional variations.

8 Support

In addition to this manual, users are also provided with other forms of assistance; (or these will be added
shortly). Suggestions for the improvement of the application will be noted and included into the application
development process. Updates on the PharmNet.Bund homepage will inform users about new or changed
functionalities.

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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8.1 Online support
At various places within the application itself (under Explanations on the right of the screen), there are notes on
how to use the application correctly.

Kooperation im Geschaftsbereich des -

r (\""f) " " l fir Gosundhot
\\

ERLAUTERUNG

Bearbeiten Sie eine
Anderungsanzeige, indem
Sie entweder gine noch
nicht gesendete Anzeige
{Anderungsanzeigen in
Arbeit) auswihlen ader

PHARMMET »»» Anderungsanzeigen »»» Arbeitskarb

FHARMNET HOME

Arbeitskorb
POSTFACH

ANDERL ZEIGEN
. = — Anderungsanzeigen in Arbeit
ARBEITSKORE E 9 / zine neue Anzeige

keine Anzeigen in Arbeit entweder als leeres

VOREINSTELLUNGEN Formular oder unter
Werwendung einer
LoGoUT ; / gespeicherten Yorlage
— Meus Anzeige erstellen.

27.03.2007 16:32:27
1.1.0 build 20070307 i |eeres Formular AuBerdern kénnen Sie

bereits gespeicherte
rVerwaltumg won Vorlagen
© nene vnrlane erstellen ‘

Worlagen bearbeiten oder
laschen,

8.2 FAQs

Updated answers to frequently asked questions are displayed both on the BfArM homepage, and, in the future,
on the PharmNet.Bund homepage. FAQs supplement the information contained in this manual and will be
incorporated into future versions of this manual.

8.3 Users’ forum

Plans are in place to set up a users’ forum in the coming months at PharmNet.Bund.de to provide users with an
extra information resource and forum for the exchange of ideas, etc.

8.4 Helpdesk

For any problems that may arise with the application, the Helpdesk can be contacted by means of the contact
field which is available on every page of the application.

Clicking on Contact creates an email for asking the question. Attachments can also be added.

Notice: The next version of the user manual will contain screenshots and explanations in English.

It will be published soon.
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B Mail an: helpdesk-e-submission@bfarm.de

g [=]
Datei Bearbeiten Anzeigen  Akkionen  ‘Werkzeuge Konten  Fenster  Hilfe

J 1 Senden 3L Abbrechen andresse ,‘:;"-‘ ‘ n ‘Eﬁna 5%‘:‘ Rechtschreibprifung ‘ E] Q ‘

Mail | Sendeoptionen |

Wor: v| |Michael Harn e o
An: |helpdesk—e-submission@bfarm.de BE:
Senden
Eetreff; |e.5..q Allgemein
Mittellung:  {[Tahoma o= F EU | @ |EizEiE|E = = — @ @ L B | > 4
|

;I Abbrechen

LE]

Adresse

4

LI Beifiigen

| Konto: Novell GroupiWise

4

If the email is generated from a status where the registration number is known, this will be automatically added
to the Subject field.

= Mail an: helpdesk-e-submission@bfarm.de

=]
Datei Bearbeiten Anzeigen  Akkionen Werkzeuge Konten Fenster  Hilfe
e - - ¥
J % Senden 2L Abbrechen ﬁ Adresse (W | n E‘nn | 5‘%?’ Rechtschreibprifung | tl] , IE
Mail ISendEDptiDnenl
Yo vl If‘-"lil:haE| Haorr e I JIL
an: | helpdesk-e-submission@bFarm. de B |
Senden
Betreff: |e 00000451
Mitteiung: || Tahoma =] F FUu|@|=s=zEEs =z X
| =1 abbrechen
| L=}
| Konkos Movell Grouphise v

In order for the Helpdesk team to deliver an effective response as soon as possible, the following information
should be included:

1. Name of the questioner, including relevant contact data (e.g. telephone number);
2. Registration number of the particular variation;

3. Precise description of the problem e.g.,

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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a. What sequence of actions was performed?
b. Screenshots of the displays, the error messages, etc.;
4. Where there are technical problems, information on what browser (incl. version) is to be used, for
example.
Users can also click on the Contact button outside the Online Variation Submission application to open a
contact form that likewise enables questions to be asked regarding the application.

Koopetation im Geschifisbenach dis

@ Bundesministerium
fiir Gesundheit

(5

\
U Pl_.:lr_l_,armNet.Bund

KHTAKT [MPRESSLIM

Zzum
Kontaktformular

HOME

CLINICAL TRIALS

ELEKTRONISCHE ANDER

ELEKTRONISCHE
ANDERL NZEIGEN

T
KONTAKTFORMULAR

Elektronische Anderungsanzeige ist ein Teilprajekt der elektronischen &ntragsstellung, das in seiner Endausbaustufe
der antragsstellung an die Bundesoberbehérden {unter Bardcksichtigung der rechtlichen Rahmenbadingungan) fir alle

Bei Fragen zum Pharmiet.Bund-angebot, fillen Sie einfach folgendes Formular aus.
Bitte beachten Sie, dass die gekennzeichneten Pflichtfelder (o) ausgefillt werden missen.
Sie erhalten eine Kopie Threr Machricht an die angegebene E-Mailadresse,

Anrede: R
Elektronische

Name: o | Anderungsanzeige
E-Mail: o | _ auswiéhlen
Thema: O oall

germeine F

L rials

{81 Elektronische Anderungsanzeige Meld Immer
) website __‘______,.—-""'" eldungsnummer

Betreff: o — angeben

Machricht: =
\ Anliegen exakt

schildern und ggf.
Telefonnummer
angeben

WELLRITELEEA NS Fingaben ldschen

Notice: The next version of the user manual will contain screenshots and explanations in English.
It will be published soon.
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