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Step 1 - Creating a Delivery File

B wnNew Delivery File

. . . L. ) New Delivery File
The first step in uploading a submission is to create a New

Delivery File —

To Create a New Delivery File, select ‘New Delivery File’.

Company * @
Fill in the required delivery file fields Hon Commercia Use
Company: Company Name At
Area: Human Medicines fiuman liedicines
Regulatory Activity: Clinical Trial Reguistory Actity " 6
Sub Activity: Not Applicable ezl Toel
Zip File Type: Select Relevant Sub Activy * ®
Comment: AnY extra details you would like to HODT ot Applizbie
include concerning the submission S

WinZip
Click Next to move to Step 2

Comment
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Creating a Delivery File

New Delivery File

Fill in the required delivery file fields

Procedure: National Step 1 Step 2 Step 3 Step 4
Submission Type: Other eSubmission Type
Technically Validated: No Procedure Type "

Click Next to move to Step 3 - v

Submission Type ™

Other eSubmission Type v

Technically Validated ™

Yes

® No
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New Delivery File

=

Natonal Agency

. Aces] famhp* M \.} 5, suKL
National Agency: Select Relevant Recipient from the grid. = i = . -
AT B = o TR

Click Next to move to Step 4 b | Fimea ansm @i
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Creating a Delivery File

Additional Email Addresses: Add extra email addresses as required. = SER
(Notifications will be sent to your registered email by default)

Additional Email Addresses @
Products: Not Required Email
Product Details Filename: Not Required Delete Row
Submit

Product(s) @

Agency MAA Number Product Name
Select Country v

Add Product Delete Product

Product Details Filename

You can enter the file name of the Products Details File you will be submitting instead of listing the products above
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Creating a Delivery File

This will download to your default download folder as Delivery File Download
defined by your browser settings.

You will notice the delivery file is named _ - _
CESP Submisson 12345.xmi. Thisisuniqueforyour "I A T e
submission and should be used for all communication - Do not rename or modify the delivery file

regarding your delivery.

IMPORTANT NOTICE: Please check for any national requirements for electronic submissions, refer o the contacts page for agency specific information.

. Ensurs that thers are no other files or folders in the root of the remote server

. Upload you submission zip file to the remote server, ensuring that is its fully uploaded before going to the next step.
. Upload your delivery file to the remote senver.

. The submission will then be deliversd and you will receive confimnation emails of delivery.

. Ensure that the emails from cespi@hma.eu are not blocked or sent to your junk mail.

[ SR

&
T

Download Delivery File

* Click Download XML File
* Save XML file to your local drive

Note:
Do not rename the delivery file
Do not edit the delivery file
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29 Step - Creating a .Zip File

All submissions should be uploaded as a .zip file. Please see our
zip and submission guideline on the FAQ section on the CESP
Portal.
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3" Step - Uploading a Submission

WEB Transfer Client
* Integrated Upload (HTML5):  Select Integrated Upload for Auto Login to HTMLS5 Client. (Modern Browser required)

Common European \
Submission Portal
iead of Mediions Agcies
Fle - View=  Account

HMA Common European
. Submission Portal

# Dashboard

B New Delivery File

X Web Upload HMA" o \

Integrated Upload

SFTP Netails

lllll — =

Use Java' enabled version

LogIn
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Integrated Upload

CESP now provides an Integrated Upload client direct from the Dashboard menu.

Integrated Upload Client Layout

l l MA Common European
Submission Platform
Heads of Modicines Agencies

File + View Account ~
My Folders Transfer Status
My Folders e

-----------------------------------------------------------------------------------------------------------

P Completed - 0

Drop items here to upload ¥ In Progress - O

1
or s5tart an upload via the File menu B - - s
= i No files in this activity zone

Remote Server | v pending - 0

___________________________________________________________________________________________________________

Mo files in this activity zone
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Common European
Submission Portal New Folder
Heads of Medicines Agencies

File ~ View ~ Account - ‘ Submission1 ‘

#» Upload
|
i New Folder _ 2. Name your folder S— “
S~ _@®  Nametd T This folder name is only used here
B /

1. Click the File Menu followed by

New Folder from
Comrr_mr_\ European the top tool bar
Submission Portal

Heads of Medicines Agencies

File - View - Account -

Home
Folders u Name 4 T size 47 Date +4 7
v O Submission 1 3/9/2015 12:20:58
P Submission1

3. Your empty new folder is now available on the
remote server. Double click the folder to open it.
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Integrated Upload

Browse & Upload Common European
Submission Portal

Heads of Medicines Agencies

File ~ View ~ Account -
#» Upload
| | & Open -i- — -— =)
i New Folder | @Q-| || « Windows (C:) » Submission Data ¥ + [#3 ||| Search Submission Data 2|
B g Organize v New folder =~ 0 @
Yy P — ' Name : Date modified Type
4‘ Sta n d a rd M EthOd ° P Desktop [ CESP_Submission_12345xml 08/12/201410:43  Text Docum:
Browse to your Zip file on your |0ca| ‘..: g:&:;rg::ds QZ{P FILE 09/03/201512:10 WinRAR ZIP
drive and double click the file to begin £ Recent Places | =
the upload process. Once the zip file is 4 8 Libraries
uploaded 100% repeat the upload Eﬂ"uj:‘e"“
process and upload your delivery file. E Pictures |
> Videos
4 M Computer
Transfers + g > &, Windows (C)
¥ Completed - 1 P oy Wieon OV, g m ) '
ZIP FILE.zip - 192 B (@]

¥ In Progress - 0
Mo files in this activity zone
¥ Pending - 0

Mo files in this activity zone
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User Training

User Training

Training on-demand videos are available on the Portal and we also
provide an overview of CESP weekly via a free online web meeting.
To register for this please check the Announcements Tab.
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Please Contact CESP Support for any further information in relation to CESP.
via the Online Support Desk.

CESP Support: email: cesp@hma.eu Phone: 00353-1-634-3801 Business hours are: Monday to Friday, 09:30hrs to 17:00hrs (GMT)
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