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1. General information

1.1 Login

https://eservices.basg.gv.at/

To access enter your user hame and your password.

AGES eServices
fiir Si it im i
AGES Medizinmarktaufsicht

ANMELDUNG
Benutzername I INSbasgq2-pharos.test@ages.at ]
Passwort [ uuuuuuuuuuucccccc‘ }

Passwort vergessen?

Anmelden

Click "Zulassung und Lifecycle ASP' (‘Authorisation and lifecycle MP").
oy R AGES eserves [ =le.

APPLIKATIONEN

% Favoriten verwalten Applikation Beschreibung

@, Passwort andern m Benutzeradministration e

13 Aktualisieren

@ Berechtigung beantragen User access management

@ Inspektionen und Uberwachung Inspections and surveillance

E Meldungen It. Veterinar-Antibiotika-Mengenstréme VO Reporting antibiotics consumption in veterinary medicines
Ij Zulassung und Lifecycle ASP Authorisation and lifecycle MP

PVP - Standardportal - (c) BM.I & LFRZ - Stammportal - 2.0.4 (Build 353)
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1.2 Home

You can find the navigation area on the left side.

Austrian Federal Office for Safety in Health Care
Austrian Medicines and Medical Devices Agency Austrian Federal Office for Safety in Health Care
Traisengasse 5 Austrian Medicines and Medical Devices Agency

Presubmission requests can be submitted online in the "New Application" section (see also section 5 in this
document).

"Current Applications" shows all open applications and allows you to submit documents related to the application or
to receive and respond to additional requests (see also section 2 in this document).

"Completed Applications" shows you all completed submissions including approved documents, if applicable (see also
section 3 in this document).

"Overview Medicinal Products" lists all Medicinal Products assigned to your eService access. Here you can report
marketing data and drug shortage as well as apply for withdrawal of marketing authorisation according to Art 23
AMG (see also section 4 in this document).
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2. Current applications

Austrian Federal Office for Safety in Health Care
Austrian Medicines and Medical Devices Agency Austrian Federal Office for Safety in Health Care
Traisengasse Austrian Medicines and Medical Devices Agency

To view your pending applications, click ,Current Applications".

After you have submitted a dossier via CESP or CD/DVD it might take 1-2 days till your procedure is shown in the
eService. In case you want to submit product information texts before the procedure has been activated, please
attach them in a MS-word format (*.doc, *.docx) and if applicable, in a pdf-UA format for the barrier free PIL as
working documents to the dossier.
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Email addresses for notifications
Since November 2014 it is possible to enter individual email addresses for each procedure.
Select one row and click the menu bar “Edit”. A window, where you will be able to enter/change an email address,

will open.
Separate multiple email addresses either with semicolon ; or with Enter in the input field.

See also FAQ 7
o scation and Current Applications
Lifecycle of Medicinal
[ [ | :
Mew Application Procedure Mumber | eMail addresses for | European procedung b
14001518 pharos. test@ages... o
Cumrent Applictions 14001455 pharcs.test@ages... a

Current Applications
i vew- | 8 ||| B
| | Scifmm

Communications ow hﬂl" eMail addresses for notifications for procedure14001518

F'M'm“ |

If an email address is to be automatically populated, please follow the instructions in section 6.2 of the
Guidance notes: administration of users and user rights (L _M59)
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2.1 New communication (procedure-specific)

Click the blue coloured number in the column 'Procedure Number'. The field ‘Communications' then opens. If
applicable, procedure-specific documents as provided by the BASG/AGES MEA are shown, such as deficiency letters
or corrected product information texts. You can submit documents to the BASG/AGES MEA (e.g. the product
information texts for AT) as well.

If you see an envelope symbol in the "Communications (All/Pending/Closed)" column, there are new communications
for you. In addition, the date of the last additional message is shown in the column "latest message from BASG".
This column is sortable. The envelope symbol is displayed until all lines in the procedure detail page have the value
"closed" in the "Ext. Communication State" field (see Section 2.5).

To display the supplementary claim, click on the procedure number in this line.

"Authorisation and  Current Applications

uﬁqdufm wn- v~ | m [[B] Erese

T [ [ [ [ [ [[nee® | [ [ \ [
e W“”P"‘*’! Iotest message from BASG | Procedure Number | ehtall addresses for | Ewopean Name cubmission Date | Procedure Type | Classification|'5cope Variation
Gomplecad Applications ) 04D 140524 1291083 phosi2tes@ages  ABC10mgfimcosted mbles | ABC 04052020 variaton natonsl-1A7 Dekonofmar

Click the menu arrow that appears at the very left of the row.
Details of the new communication are then shown. To download the file, click the document name.

Austrian Federal Office for Safety in Health Care
Austrian Medicines and Medical Devices Agency g Austrian Federal Office for Safety in Health Care

Traisengasse 5 Austrian Medicines and Medical Devices Agency
1200 Vienna

eServices "Authorisation and Open communications of procedure: 11443871

Llfuydzwfﬂnﬁ:d
Edt~ View~  Lnebresk | [ Full Screen
s p"""m Has to be done by Ext. Communication State
New Application
__—IOPen TR -
[ o ot J o
DoclD Objects of Concen
Completed Applications
Ovwerview Medicinzl Products
L2 15/03/2019 [ v

Finished communications of procedure: 11443871

View ~ | Linebresk | | [ Full Sereen
A\/|Duﬂi5|hlﬁsn
Date

= Has to be done by Ext. Communication State

No data to display.
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2.2 Reply to a communication

Open the details of the respective communication (as described in section 2.1). First, click the arrow of the menu bar
'Edit’, then select Requested response'.

Austrian Federal Office for Safety in Health Care
Austrian Medscines amd "-ﬂr.lmul’-n-r‘l Austrian ‘Mﬂ“ﬁ:.fmﬁlf’l‘vhlﬁ-ﬂ! Care
Traisengaswe 5 Austrian Medicmes and Medical Devioes Agency
1200 Vienna
jices ", isationand  Dpen of procedure: 11443871
Lifecycle of Medicinal
Products R e« | Unebrsak | [ Pul Screen
Fequeshed resconse Subraiision Dits
EAE Viohuntary Respense
I Cument Applications I DoclD | Bocument Typs (T Commant ‘Objects of Concwn r z
Completed Applications e, wrirdd
1ML st of questors v eGervee RBE Smg flen-coabed tablet E5012018 s
. 5 D-luﬁ:.tﬂ-dmt

In the newly opened field 'Response: Add document’, select the respective entries in the drop-down menus:

. In the menu 'to Object(s) of Consideration' select the name of the respective medicinal products

. Select a 'Document type'

Then click 'Select File' and select the respective documents. Alternatively, an upload via drag&drop into the file field
is feasible.

It is possible to add more than one document of the same type (e.g. national translation of the PIL).

You are free to submit comments to the assessor with your document.
If you click “Append document” your files will be shown in the table below.
In this table ("Document list”) you are able to change the document type, the objects and your comment, if

necessary.

Now you are able to add more types and documents as described above.

eServices "Authorisation and Y (o] o]
Lifecycle af Hedicinal Response Genfirmation Pags Clasing Page
T eetant * Mandatary Field @ Information @ ErorMessage
s et s
m Procedure 11443871
Compieted Applications
* to Object(s) of Consideration ABC 5mg filmcoated tablet x|
Overview Medicinal Products * Document type -
*Fie W

Durchsuchen... | Keine Dateien ausgewshlt.

Appand Dotument

Please check your selection in the list below before submitting the form:

Document fist Document typs File ;‘::;E of Comment ‘ ‘
SmPC (national ranslation) | ORD_Version 3.0_2013-04-11_FL.doc | |ABC Smg film- = F)
Package Leaflet {national pansistion] | QRD_Version 3.0 2013-04-11 GLdec [ABC Smg film- = i
Labelling (national translation) w| QRD_Version 3.0_2013-04-11_KE.doc |ABG 5mg film- =] i

Continue Return to Ovarview

When you click the button ,,Continue®™ you will be forwarded to the Confirmation page. The button “Send” on this
page will upload all your documents into the agency 's system Pharos. A summary of your submission can be
downloaded as pdf. This summary is sent to your email address as well.
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eSarvices "Authorisation and o] [ ) o]
Lifecycle of Medicinal Confirmation Closing Page
Response Page ing Pag
New Applicstion Confirmation Page
a Response
B

i 5 1o Procedure 11443871
B 10 Object of Consideration ~ ABC Smg film-coated tablet
Document Type SmPC (national translation)
Fie  QRD_Version 3.0_2013-04-11_FLdoc (72703 bytes)
Comment test
10 Objert of Consideraton ABC 5mg film-coated tablet
Document Type Package Leaflet {national translation)
Fle  QRD_Version 3.0_2013-04-11_GLdoc (70143 bytes)
Comment test2
1o Object of Considesation ABC 5mg film-coated tablet
Document Type Labelling {national translation)
Fie  QRD_Version 3.0_2013-04-11_KE.doc (53247 bytes)

Comment =

ﬂ E Retun to Overview

2.3 Finished communications

All finished communications of a procedure are shown in the table ,finished procedures®. This does not depend on
the type of response (response or voluntary response, e.g. national translation of the product information, see
section 2.4 below).

For your overview you all communications can be marked with the drop-down menu in the column “Ext.
Communication State”. This mark cannot be seen by the assessor! The value “Closed” removes the envelope symbol.

iy T ‘Open communications of procedure: 11443371

Lifecycle of Medicinal
Products" Edit~ View v | Linebreak | | [ Full Screen
# v xg"m Has to be done by Ext. Communication State
New Application
> E e I | L
Erre e
Overview Medicinal Products

Finishad communications of procedura: 11443871

View - | Line bresk | | [ Full Saesn

= v |Potal Submisson |y oo e done by Ext. Communication State
 [E T ssiosfzoss N [ | open |
DoclD Document Typs Tie Commant (Objects of Concern (Creste Date i
14542404 SmPC(notionslvansiavon)  QRD Verson 3020130441 Fldec  ms  ABCSmgfimeoatedusbler 02042019 phaes
14942405 Package Leafiet (nationsl ranslation) QRD_Verson 3.0_2013-04-11_Gldor  test2 ABC Smg film-costed tablet 02/04/2019 pharcs
14942406 Lsbelling {nations| ranslation) ORD_Verson 3.0_2013-04-11_KEdor =3 ABC 5mg film-cozned whlet 02/04/2015 pharos
14542407 ol tion 11443871 Confirmation. pdf ABC 5mg film-coated tablet 02/04/2019 pharos.
14541561 Request for y information List of gquestions.pef Sehr geshrie Damen und Herren, dieses ABC 10mg film-costed tblet, ABC 20ms 15/03/2015 sonjz6.
Nachitedenungsscheeiban wird ausschiaFich via eServics
Ghermitek. Dear applicant, tis st of questors & v
L bsk |
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24 'Voluntary Response' =submission of documents without having received a deficiency
letter of the BASG/AGES MEA

If you want to upload procedure-specific documents, without having received a deficiency letter of the BASG/AGES
MEA, use the menu item 'Voluntary Response' in the communications field of the respective procedure.

Then proceed as above ('Reply to a communication').

See also FAQ 4 and FAQ 5

25 Control of the envelope symbol in the view "Current Applications”

Since 01.04.2020 the envelope symbol is controlled only by the eService users.

For an easier overview, the date and time of the last document uploaded from BASG to eService is now
displayed. The column is sortable.

The envelope is displayed until all lines in the procedure detail page have the value "closed" in the "Ext.
Communication State" field. The remaining statuses (empty/edit/open) do not remove the icon.

To remove the envelope symbol, the process must be opened by clicking on the process number and the
""Ext. Communication State " field in both tables must be set to the value "closed" in all lines.

The Back button saves the entries.

Finally, refresh the view by clicking on "Current Applications".

aSarvcas "Authorizationand | Coment Applications
] eir Veu [ B Eirdsomn
e I I I I I
——————  Communicstins (AlPendig | | [ | d
IClosed) 1

[ | I I | [
b | | | | ‘sm..wm ‘Pﬂwﬂn'we ‘Mﬁaﬁan ‘SwwVaiifnn ‘
Compeed Appictons ) 05720 140524 13065 0405020 raraton natena - A7 Deltion o mar |

l Click the procedure number to open the detail

DD owerTee e o= o G o=t ey
== f 2 -

Select Closed in both tables
to remove the envelope

Click on the Back button

< to save the procedure
ﬂ;ﬂdﬁaﬁ-ﬂ [ ——

L e H 3 — Click on Current

-

[ e e Fon B30 [l k| s e e vicin D |FrceeTye |G | Vo App|ication to refresh
FT—— g e [T iion - B

Overvien s Poducs
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3. Completed applications

Click the menu ,,Completed Applications™ to view this procedures. The completion date is limited to the last three
month by default, but can be extended up to July 1st 2013. Earlier completion dates cannot be shown.

The approved SmPC (national translation), PIL (national translation), SmPC accessible (national translation), PIL
accessible (national translation), labelling (national translation), Mock-ups of the labelling and if applicable the
approval letter, the administrative decision, the PAR (Public Assessment Report), the final statement on the national
PSUR and the final statement on the national PSUR cycle changes are shown in the detail of the respective
procedure. Additionally, all documents can be downloaded in a zip folder.

See also FAQ 3

To view the documents, click on the arrow on the far left. The first table displays the approved texts. In the second
table, the communications conducted in the procedure via eService are displayed.

. Completed Applications
muumm::u- Vew = | E [ Fuisreen | compistion Det [25711/2020 B 7 [zs50420m [ e
o 1of
e | |a_ ! |Su:mlnonDzI= |cmueuonnzt= |H'0-m.r\e1\pe |G=nﬂ|¢uon |msnzu |su:1e¢ |=||ao-um=-u
-7 7 [ -/ [ [ | =5
Qurrest Agpications
Chmrdm Macldnal Frocucs

Urecyck of Medicinal Products™  Wiew | i [HiFw soeen | compiesion cate 2871072020 By 7o [zem4zm [

| [ | | | | \ |
Leniir=— Procecure Numbar procecure | Name | Submission Cate Compietion Cate |Procediure Type Qaszfaton |FMES et
- [ e N [ 1 [
Qrrasscontens
- \ e T e e weweton | cewe) | [e— | eseting (reonat sansaton) Table 1
I Compleie oplicaions I e s wen] o~ CS Js -
O s Frocus
< >
» | | By I
|pe | |
A 280472021 pr bl
~
M mewmm mems TeB Table 2
DocID  |Document Type Title | Comment | Objects of Concam. Create Date |Create User
15582483 | SmAC {naTianal transation) QFC_Version 3.0_2013-04-11_Flooc |upiaaz 1 |ABC 10 mg Mim-coated tamkets | 260042021 | pharosg2. testiages. at
15532484 | Package Lenfiet {national transistion) | QR0_Version 3.0_2013-04-11_Gldoc|Upiosd 1 |ABC 10 mg im-casted tablets | 25/04/2021 | pharasg2. testiages. at
15582485 (farm [ABC 10 m Sim-costad tablats | 35/04/2021 | pharocq? tectages at
=3 260472021 Tl w

Lt aso4zoz Teu
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4, Overview Medicinal Products

All your currently authorised or registered Medicinal Products can be found here.

Austrian Federal Office for Safety in Health Care
Austrian Medicines and Medical Devices Agency @ Austrian Federal Office for Safety in Health Care

Traisengasse 5 Austrian Medicines and Medical Devices Agency
1200 Vienna

02/04/2019 | 05:08 PM

i " i ion and o i Medicinal Products
Lifecycle of Medicinal -
Products" Edit = View ~ £ Ful sreen
= [ |
New Application -
Name of Medicinal Product Authorisation Number MR /DC/CP Number |21 Status E':E ™9 | nsetDate |SunsetReason |Legal Base

‘Current Applications

Completed Applications
| Owverview Medicinal Products I
4.1 Marketing data according to Art. 22 AMG (Austrian Medicinal Act)

You may announce the marketing status for every Medicinal Product when you select one row and click the menu bar
“Edit". Select “"Announce Marketing Date” to submit data to the BASG.

From 06.12.2023 on there is only one selection for announcing the marketing date, the sunset date or the sunset
reason according to Art. 22 AMG.

Austrian Federal Office for Safety in Health Care

Austrian Medicines and Medical Devices Agency e Austrian Federal Office for Safety in Health Care
Traisengasse 5 Austrian Medicines and Medical Devices Agency
1200 Vienna

01/12/2023 | 05:44 PM

Overview Medicinal Products

eServices "Authorisation and

Lifecycle of Medicinal Products” View v (5 Full Screen

Announce Marketing Date I [ | I | | | I I
New Application | Announce Medicine Shortage

Authorisatior
date

Authorisation Number MR/DC/CP Nurmber Status g’:‘:‘e‘mg Sunset Date | Sunset Reason Legal Base Risk class

947112 ABC 10 mg - Filmtabletten 143693 01/12/2023  authorized Generic application...

Withdrawal according to §23 AMG
Current Applications

Completed Applications

Overview Mediicinal Products l
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4.1.1 First-time notification for a medicinal product

Note: If the columns Marketing date, Market withdrawal date and Marketing exception of the selected medicinal
specialty are empty in the overview Medicinal specialty, no notification has ever been submitted to the BASG.

Select the line of the product for which you want to make the notification in the overview of the medicinal products
and select the menu item "Announce Marketing Data" in the "Edit" menu. A new "Marketing data" page opens. This
shows a list of all pack sizes of the medicinal product according to the current data status in Pharos.

Fig 1 (4.1.1): "Marketing data” page according to the current data status in Pharos when initially called up from the overview of the
medicinal product.

As no notification has yet been made, the Marketing status*, Marketing start and Marketing end columns are empty.
Announce Marketing Date

Marketing data Exception Confirmation Page Closing Page
Marketing data for ABC 10 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according to allocation scheme (https://www.basg.gv.at/en/how-to-contact-us)

View | £
z;zkagp * Junit Container Description Status Device FIP code * Marketing status Marketing start Marketing end
10 piece(s) Blister 10 Stuck in Alu/PVC-Blister wvalid ~
14 piece(s) Blister 14 Stick in Alu/PVC-Blister valid 2345670 ~
30 piece(s) Blister 30 Stlick in Alu/PVC-Blister valid 3456780 v
50 piece(s) Blister 50 Stiick in Alu/PVC-Blister valid v
7 piece(s) Blister 7 Stiick in Alu/PVC-Blister valid 1234560 v

The following columns can be edited on the "Marketing data" page:

e Marketing status (mandatory field), please select a value from the catalog,

e Marketing start, if the value "Marketed" has been selected,

e Marketing end, if the value "Not marketed" has been selected.
The date fields cannot be edited if the value "Never marketed" has been selected or as long as no value has been
selected.

You can only click on "Next" if a value for "Marketing status" has been selected for each line.

Fig 2 (4.1.1): Marketing data page after entering your data
In the example, the marketing status for packs 7, 14 and 30 was first set to "Marketed"” and 01.12.2023 was entered as the

marketing start for each. The value of the 7 pieces was then set to "Not marketed" and the marketing end date was entered as
7.12.2023.

Marketing data Exception Confirmation Page Closin

Marketing data for ABC 10 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according to allocation scheme (https://fwww.basg.gu.at/en/how-to-contact-us)

View~ i
:Iazzkags‘ 7 lunit Container Description Status Device PIP code * Marketing status Marketing start Marketing end
10 piece(s) Blister 10 Stiick in Alu/PVC-Blister valid MNever marksted -
14 piece(s) Blister 14 Stiick in Alu/PVC-Blister wvalid 2345670 Marketed v 01/12/2023 L’Cy
30 piece(s) Blister 30 Stlick in Alu/PVC-Blister valid 3456780 Marketed v 01/12/2023 [’:1)
50 piece(s) Blister 50 Stiick in Alu/PVC-Blister valid Never marketed v
7 piece(s) Blister 7 stiick in Alu/PYC-Blister wvalid 1234560 Mot marketed v 01/12/2023 07/12/2023 E?Eg
< >
Next | Return to Overview

Click on "Next" to calculate the summary of the sunset data.

The "Exception" page shows the summary of the sunset data entered on the "Marketing data" page and refers to
the medicinal product as a whole.
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The oldest marketing start date is calculated from all packs for the marketing date and, if no pack has the status
"Marketed", the most recent marketing end date is calculated from all packs for the market withdrawal date.

If necessary, you can edit the date values in the table. You can add another empty row using the "Add row" button.
The recycle bin symbol deletes the row.

Never delete rows that describe a historical marketing period when you start a new period.

If applicable, you can also select a marketing exception.

Please note that if you switch back to the "Marketing data" page and then continue to the "Exception" page, the
calculation is carried out again and manual entries on the "Exception" page are deleted.

Fig 3 (4.1.1): Page exception with calculated marketing period
In the example above (Fig 2 (4.1.1)), a withdrawal was reported for the 7-piece pack, but 2 packs are still marketed, so the sunset
status for the medicinal product is "in circulation” and the market withdrawal date remains blank.

Announce Marketing Date

Marketing data Exception Confirmation Page Closing Page

Marketing data for ABC 10 mg - Filmtabletten

Add row

Marketing Date Sunset Date Actions
01122023 Ly £ i

Sunset Reason | - please select — v

Back | Next | Return to Overview

Clicking on "Next" takes you to the control and finalization page.
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4.1.2 Change/addition of data reported since 06.12.2023

Note: If the columns Marketing date, Market withdrawal date and Marketing exception of the selected medicinal
product are filled in the overview Medicinal product, a notification has already been sent to the BASG.

In the overview of medicinal products, select the line of the product for which you want to make the notification and
select the menu item "Announce Marketing Data" in the "Edit" menu. A new "Marketing data" page opens. This
shows a list of all pack sizes of the medicinal product according to the current data status in Pharos.

Fig 1 (4.1.2): "Marketing data” page according to the current data status in Pharos when initially called up from the overview of the
medicinal product

Announce Marketing Date

Marketing data Exception Confirmation Page Closing Page

Marketing data for ABC 10 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according to allocation scheme (https://ww.basg.gv.at/en/ how-to-contact-us)

view - | i
Package size unit Container Description Status Device PIP code = Marketing status Marketing start Marketing end
10 piece(s) Blster 10 Stiick in Alu/PVC-Blister valid TEE T e =
7 piece(s) Blister 7 Stick in Aly/PVC-Blister valid 1234560 Marketed v 01/12/2023 Fu
14 piece(s) Blister 14 Stiick in Alu/PVC-Blster valid 2345670 Marketed v 01/12/2023 (@
30 piace(s) Blster 30 Stiick in Alu/PVC-Blister valid 3456780 Marketed = 01/12/2023 [y
50 piece(s) Biister 50 Stuck in Alu/PVC-Blster alid Never marketed -
< >
Next | Return to Overview

The data of the initial call from Pharos can be changed or supplemented.

The following columns can be edited on the "Marketing data" page:
e Marketing status (mandatory field), please select a value from the catalog,
e Marketing start, if the value "Marketed" has been selected,
e Marketing end, if the value "Not marketed" has been selected.

The date fields cannot be edited if the value "Never marketed" has been selected or as long as no value has been
selected.

You can only click on "Next" if a value for "Marketing status" has been selected for each line.
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Fig 2 (4.1.2): Marketing data page after entering your data
In the example, the marketing status of the 14-piece and 30-piece packs has been changed to "Not marketed” and the marketing
end date has been entered for both lines.

[

Marketing data Exception Confirmation Page Closin

Marketing data for ABC 10 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according to allocation scheme (hitps://www.basg.gv.at/en/how-to-contact-us)

View - | o
:i’;kagg‘ 7 unit Container Description Status Device PIF code * Marketing status Marketing start Marketing end
10 piece(s)  Blister 10 Stiick in Alu/PYC-Blister valid Never marketed -
14 pieca(s) Blister 14 Stuck in Alu/PVC-Blister valid 2345670 Mot markatad ~ 01/12/2023 05/12/2023 E’b
30 piece(s) Blister 30 Stiick in Alu/FVC-Blister valid 3456780 Mot marketed - 01/12/2023 07/12/2023 [y
L piece(s) Blister 50 Stiick in Alu/PVC-Blister valid Never marketed v
7 piece(s)  Blister 7 Stiick in AlufPVC-Blister valid 1234560 Not marketed v 01/12/2023 07/12/2023 [y
< >

M Return to Overview
Click on "Next" to calculate the summary of the sunset data.

The "Exception” page shows the summary of the sunset data entered on the "Marketing data" page and refers to
the medicinal product as a whole.

The oldest marketing start date is calculated from all packs for the marketing date and, if no pack has the status
"Marketed", the most recent marketing end date is calculated from all packs for the market withdrawal date.

If necessary, you can edit the date values in the table. You can add another empty row using the "Add row" button.
The recycle bin symbol deletes the row.

Never delete rows that describe a historical marketing period when you start a new period.

If applicable, you can also select a marketing exception.

Please note that if you switch back to the "Marketing data" page and then continue to the "Exception" page, the
calculation is carried out again and manual entries on the "Exception" page are deleted.

Fig 3 (4.1.2): Exception page with calculated marketing period

In the example above (Fig. 2 (4.1.2)), the end of marketing for the 14-piece pack was reported as 05.12.2023 and for the 30-piece
pack as 07.12.2023. The most recent marketing end date is therefore 07.12.2023 and no further packs have been marketed, so
07.12.2023 is calculated as the market withdrawal date.

Announce Marketing Date

C @

Marketing data Exception Confirmatio

Marketing data for ABC 10 mg - Filmtabletten

Add row

Marketing Date Sunset Date Actions
0127203 [y 0712/2023 [y 1

Sunset Reason | -- please select -- v

%w Return to Overview
Clicking on "Next" takes you to the control and finalization page.
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4.1.3 Amendment/addition of data already reported before 06.12.2023

Note: If the columns Marketing date, Market withdrawal date and Marketing exception of the selected medicinal
product are filled in the overview Medicinal product, a notification has already been sent to the BASG.

If only the market withdrawal is reported for a medicinal product for which a marketing date before 06.12.2023 was
reported, it is sufficient to enter only the marketing end date.

Fig 1 (4.1.3) Display of the marketing date reported before 06.12.2023 in the overview of the medicinal product
Overview Medicinal Products
Edit ~ View = | (8 E {4 Full Screen

lABC 143692
Reference Mame of Medicinal Product Authorisation Numb|MR/DC/CP Number Q;.lg::orisatio Status Marketing Date |Sunset Date |Sunset Reason
047113  ABC 5 mg - Fimtabletten 143692 01/06/20... authorized 01/08/2021

If you would also like to report the marketing start date for a complete data record, you must first select the status
"Marketed", enter the date and then set the status to "Not marketed" in order to be able to enter the marketing end
date.

In the overview of medicinal products, select the line of the product for which you want to make the notification and
select the menu item "Announce Marketing Data" in the "Edit" menu. A new "Marketing data" page opens. This
shows a list of all pack sizes of the medicinal product according to the current data status in Pharos.

Fig 2 (4.1.3): "Marketing data" page according to the current data status in Pharos when initially called up from the overview of the
medicinal product.

Since the notification was made before 06.12.2023, the columns Marketing status*, Marketing start and Marketing end are empty

Announce Marketing Date

Marketing data

Marketing data for ABC 5 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according ta allocation scheme (httpsi//

asg.gv.atfenfhow-to-contact-us)
view ~ | B
Package size unit Container Description Status Device PIP code * Marketing status Marketing start Marketing end
10 piece(s) Blister 10 Stiick in Alu/PVC-Blister valid
50 piece(s) Blister 50 Stiick in Alu/PVC-Blister valid
14 piece(s) Blister 14 Stiick in Alu/PVC-Blister valid
30 piece(s) Blister 30 Stuck in AlufPVC-Blister valid 3456789
7 piece(s) Blister 7 Stiick in Alu/PVC-Blister valid 1234567

<|l<| <] <]«

The following columns can be edited on the "Marketing data" page:
e Marketing status (mandatory field), please select a value from the catalog,
e Marketing start, if the value "Marketed" has been selected,
e Marketing end, if the value "Not marketed" has been selected.
The date fields cannot be edited if the value "Never marketed" has been selected or as long as no value has been
selected.
You can only click on "Next" if a value for "Marketing status" has been selected for each line.
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Fig 3 (4.1.3) Marketing data after entering your data
In the example, only the marketing end date was entered for the 7-piece pack and the 30-piece pack. The marketing start date,
which was reported at an earlier date, was not added.

Marketing data Exception Confrmation Page Clos \'\;I Page
Marketing data for ABC 5 mg - Filmtabletten

If not all packages are listed below, please contact your contact point according to allocation scheme (https://www.basg.gv.at/en/how-to-contact-us)

view » |
Package size Unit Container Description Status Device PIP code * Marketing status Marketing start | Marketing end
10 piece(s) Blister 10 stuck in Alu/PVC-Blister valid Never marketed v
50 piece(s) Blister 50 Stiick in Alu/PVC-Blister valid Never marketed v
14 piece(s) Blister 14 Stiick in Alu/PVC-Blister valid el o
30 piece(s) Blister 30 Stiick in Alu/PVC-Blister valid 3456789 Mot marketed v 07/12/2023 L’Eb
7 piece(s) Blister 7 Stiick in Alu/PVC-Blister valid 1234567 Not marketed v 07/12/2023 Ué
< >
Next | Return to Overview

Click on "Next" to calculate the summary of the sunset data.

The summary of the sunset data shows the marketing date reported in a previous procedure and the calculated
market withdrawal date from the "Marketing data" page on the "Exception" page.

If necessary, you can edit the date values in the table. You can add another empty row using the "Add row" button.
The recycle bin symbol deletes the row.

Never delete rows that describe a historical marketing period when you start a new period.

If applicable, you can also select a marketing exception.

Please note that if you switch back to the "Marketing data" page and then continue to the "Exception" page, the
calculation is carried out again and manual entries on the "Exception" page are deleted.

Fig. 4 (4.1.3): Exception page with calculated marketing period

The example shows the calculation of a marketing date reported before 06.12.2023. The currently reported marketing date is
displayed in the Medicinal product overview.

In the example, the medicinal product was marketed on 01.08.2021 and will be withdrawn from the market with the current
notification on 07.12.2023.

Image of the page Exception

Announce Marketing Date

O @

Marketing data Exception Confrmation Page Closing Page

Marketing data for ABC 5 mg - Filmtabletten

Add row

Marketing Date Sunset Date Actions
o1/o8/2021 [y 07/12/2023 [y i

Sunset Reason | -- please select -- -

%M Return to Overview
Clicking on "Next" takes you to the control and finalization page.
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4.2 Drug shortage

You can report the drug shortage per product by selecting the line and entering the data using the menu "Edit" -->
"Announce Medicine Shortage". For more information, please refer to the guide Meldung von

Vertriebseinschrankungen (L 121).

Dverview Medicinal Products

eServices " isation and
Lifecycle of Medicinal -Viem | = B Eirdsaeen
[ Announce Marketing Date 1
" Announce Sunsst Date horisati keting  |Sunset
- 1 Authorisation NumbMR/DC/CP Numbes Status Sunszt Reason L=gzl Base
L AT ____ Anncunce Sunset Reason . da= - e = -
Announce Medicine S " mgg m Guvmca::
i R ald“m Genaric 3 3
Bl A T Withdrawal according to §23 AMG
Completad Applications
Owerview Medicinal Products
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4.3 Withdrawal of marketing authorisation according to Art 23 AMG (Austrian Medicines Act)

You can apply for the withdrawal of the authorisation/registration according to Art 23 AMG per product
by selecting the line and entering the data using the menu "Edit" --> "Withdrawal according to §23
AMG". No separate application via CESP/via CD/DVD/email is required.

~ —— Overview Medicinal Products
eServices "Authorisation
Lifecycle of Medicinal -\l'iewv | = B [fiFul Soeen
r Announce Markating Dtz 1 | | |

Announce Sunset Date . A isath Marketing |S|n;et |
o 1 Authorisation Numb MR/DC/CP Numbes Status Sunset Reason Legal Base
R TR Announce Sunset Riezson date - Date Date -
i Announce Medicine Shortage " mgg m mﬂp‘:

5 1 I authorized Generic appl
Gument. Applications I Withdrawal according to §23 AMG
Completad Applications
Owverview Medicinal Products

2Gervices "Authorisation and Withdrawal according to §23 AMG - ABC 10 mg film-coated tablets - Auth.Nr. 137389
Ufecycle of Medicinal Products™

Hew Aopilson Enterdaths Confomalion o=
N [Peasenoe [T [ YE—
Compleied Appliciions
 The wimcrawal of e marieEeg £
aumorissonragisaton |5 M from
Onerdew Mecldrzl Procuds
= The withcrawal Is basad on 2my of e following -- please salas - (|

razsors

* e eere 2oy merieting 2uhorisions wWith ONoO‘(
Icerfical acive susganoe and Inclaiion In Ausriz =
analizzie?

* Aoy INpACE perceives on Arhar markeng
Zuthorisstion of the s2me MAHT D"" O‘“
* Infiormation LDCaRE for Lsars about s wWitorawel DmO'r
Is Infzngiac? =
Comments
Sack e Camoml

If you wish to submit additional documents, such as corrected product information texts, switch to the
"Current Applications" section after submitting this application and perform a "Voluntary response" as
described in Section 4.2.
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5. New Application

In this section the following pre-submission applications can be submitted online:
e Presubmission DCP

Presubmission MRP

Presubmission RMS transfer

Presubmission RUP

Presubmission Splitting

Austrian Federal Office for Safety in Health Care
and Medical Austrian Federal Dffice for Safety in Health Care
Austrian Medicines and Medical Devices Agency

Traiengasse 5
1200 Vienna

‘eServices “Authorisation and
S Hew Application
Ufecyche of Mmedicinal

Procedure
Mew Acphcation

Curre et
Conpleted Aapkcators
Crervew Mechral ot

Presubimission DCP
Presubmission MR
Presubmission RMS-Tronsfer

If you have any questions, please send them to rms@basg.gv.at
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