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◆ PLM PORTAL : Production https://plm-portal.ema.europa.eu/

PLM PUI UAT montre une erreur en lien avec la section 3.17.1.8. Authorisation number: 
NAP in France of Electronic submission of Article 57(2) data (europa.eu) :
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-and-answers_en.pdf

3.17.1.8. Authorisation number: NAP in France

Question: For medicinal products nationally authorised in France; a "package number" is stated in section 8 of the SmPC but it does not
correspond to the Marketing Authorisation number (i.e. NL number) stated in the marketing authorisation document. Which number
should be specified in the XEVPRM data element Authorisation number (AP.12.4) ?

Answer: If you wish to submit only one XEVMPD product entity for all the pack sizes covered by the NL number, you should specify the 
NL number in the data element Authorisation number (AP.12.4). If you wish to submit multiple XEVMPD product entities (i.e. one for each 
pack size), you may specify the NL number or the package number stated in section 8 of the SmPC in the data element AP.12.4. MAHs 
are not required to perform a dedicated update of their product entities in Article 57 database to amend this information; this can be done 
as part of a regular maintenance of the AMP entities.

◆ La mesure corrective simple :

► UTILISER LE CIS à la place à 8 chiffres et sans caractère espace (6nnnnnnn) pour 
« Authorisation number covering all pack sizes »

► UTILISER LE CIP dans le nouveau format 13 chiffres et sans caractère espace 
(34009nnnnnnnn) pour « Authorisation number at individual pack size level »
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2 – RMP/DCP et NAT : données incomplètes ou confidentielles 
= données confidentielles
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3 – RMP/DCP et NAT – niveau Produit 
=> CIS sans caractère espace (6nnnnnnn) 

67657252
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3 – RMP/DCP et NAT – niveau Présentations 
=> CIP sans caractère espace (34009nnnnnnnn)
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3 – RMP/DCP et NAT : données attendues

67657252

67608173

69443336

68282830

65311860

66407452

66406770

68088462

63513482

61819007

Sommaire



8

4 – Informations en provenance de SIAMED mieux gérées
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