Van: MS MAA HUM
Onderwerp: XEVMPD - PMS - LU information
Datum: vrijdag 21 februari 2025 8:35:34

Dear MAHSs, Dear representatives,

Following the release of the Product Management Service (PMS) by the EMA, we have
started to map the products in our national databases to PMS data using the
authorisation number, procedure number, product full name, package description and
any other product data.

Some information is not correct for MRP/DCP and national procedure. Please update
XEVMPD and if applicable, PMS with the correct MA number as soon as possible.
e MA number in Luxembourg: 10 digits e.g. 2025010012 (YYYYMMXXXX)
o Examples of incorrect MA number:
= 0376828
= 0178/09060393
= 0687/05/09/8240
= 2025020036,0974518
= | U2025020034
= 2007/020028
¢ Presentation number/national number (NN): 7 digits e.g. 0962811
e For XEVMPD, please add the national number in the comment section and not
with the MA number.
e For PMS/ XEVMPD: Pharmaceutical dose forms, route of administration, units of
presentation, package description as in SmPC and as stated in the guidance
(WHO, EDQM, MedDRA list) not as mentioned in the LU MA.

If needed, MA and NN numbers are listed on the MA document and tax documents.
Please check that all valid medicines are in XEVMPD/PMS.

Note: This email is sent to all MAHs/representative. You may not be concerned (CP
product or XEVMPD registration exemption).

Useful links:
e PLM portal

e Substance and product data management services — EMA web page

¢ https://www.ema.europa.eu/en/documents/presentation/presentation-pack-size-
submissions-xevmpd-pms-mfernandez-gomez-ema_en.pdf

e XEVMPD — EMA web page (chap.9 & 3ii)

Please forward this email to anyone whom it may concern
More communication on that matter may follow.
Kind regards,

MA Team
Division de la pharmacie et des médicaments

LE GOUVERNEMENT DU GRAND-DUCHE DE LUXEMBOURG
Ministere de la Santé et de la Sécurité sociale
Direction de la santé

2a, rue Thomas Edison L-1445 Strassen
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E-mail : maa.hum@ms.etat.lu

www.sante.lu
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More information: Luxembourg procedure
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