Registering with CESP (hma.eu)

Vælg New Delivery File: 
[image: ]













Step 1. Vælg “Parallel Import” som “Regulatory Activity” fra drop-down menu. Det er vigtigt, at I bruger ”Comment”-felt til at skrive, hvilken type ansøgning, indsendelsen drejer sig om, fx ”Underretning om ændring – lægemiddelnavn - markedsføringstilladelsesnumre” (se ”Indsendelsesmuligheder for ansøgninger vedr. parallelimport og parallelhandel):
[image: ]

Step 2. Vælg ”National” og ”Other eSubmission Type” samt ”No”: [image: ]



Step 3. Vælg ”Lægemiddelstyrelsen”:[image: ]

Step 4. Muligt at tilføje yderligere mailadresser. Udfyld med MT-nummer i ”MAA Number” og ”Product Name”:[image: ]




Tryk “Submit”. Download Delivery File:[image: ]
Vælg nu ”Integrated Upload” under ”Web Upload”. 
Upload zipped mappe med filer først og dernæst ”Delivery File” med det unikke CESP-nummer, fx CESP_Submission_1234567.

Du modtager kvitteringsmail fra CESP-portal og kan se dine deliveries i Dashboard:
[image: ]

Spørgsmål/svar kan tilgås her: FAQs (hma.eu) 
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Delivery File Download

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

When uploading your submission with either the SFTP client or the web based file transfer system
1. Download the delivery file to your local PC, by selecting the "Download XML file” button
2. Do not rename or modify the delivery file
3. Ensure that there are no other files or folders in the oot of the remote server
4. Upload you submission zip file to the remote server, ensuring that is its fully uploaded before going to the next step.
5. Upload your delivery file to the remote server.
6. The submission will then be delivered and you will receive confiration emalls of delivery.
7. Ensure that the emails from cesp@hma eu are not blocked or sent to your junk mal

Download Delivery




