
CMDv - call for early submission QRDv.9 (Apr 2024) 

Please find the call for submitting the variation to update the product information according to 

QRDv.9 and the current statistics on these variations from the CMDv here: 

 

Dear Marketing Authorisation Holders, 

 

According to article 152 of the Regulation (EU) 2019/6, all marketing authorisation of VMPs 

granted according to the Directive 2001/82/EC, as amended, require an update of the product 

information in line with the QRD template version 9. The MAs should be updated before the 

30th of January 2027, after which all products on the market should have product information 

compliant with QRDv9. 

 

With reference to the tabulated data below, the % of currently updated MAs is not sufficient to 

guarantee that all VMPs will have an updated marketing authorisation before the 30th of 

January 2027.  

 

The % of G.I.18 VRAs submitted (currently awaiting or under review) is also critically low. 

This low number of VRA applications submitted in the Member States will not allow for all 

changes to be implemented in the EU market before the 30th of January 2027. 

 

As a matter of urgency MAHs are kindly invited to plan for and start submitting the required 

G.I.18 VRAs to the NCA/RMS as soon as possible, to guarantee compliance with Article 152 

of Regulation 2019/6 by the required deadline. To speed up submission and processing time 

for these variations the MAHs are furthermore encouraged to submit the VRA G.I.18 as 

stand-alone applications.  

 

In addition, MAHs are kindly recommended to provide, as far as possible, their schedules for 

remaining submissions to the relevant national competent authorities to support the timely 

allocation of necessary resources. 

 

Consequently, I kindly invite you to circulate this e-mail amongst the members of your 

associations. 

 

 

 
 

 



Laetitia Le Letty 

 

Cheffe de mission affaires européennes et internationales – Présidente du CMDv 

Head of European and international affairs – Chair of CMDv 

Tel : (+33)6 10 25 60 72 – (+33)2 99 94 78 31 

 

Agence nationale du médicament vétérinaire (ANMV) – French agency for veterinary 

medicinal products            

 

AGENCE NATIONALE DE SÉCURITÉ SANITAIRE de l’alimentation, de l’environnement et 

du travail – FRENCH AGENCY FOR FOOD, ENVIRONMENTAL AND OCCUPATIONAL 

HEALTH AND SAFETY 

14 rue Claude Bourgelat – PA de la Grande Marche – Javené - CS 70611 – F-35306 

FOUGERES Cedex 

 www.anses.fr  

 
 

Further information: 

https://www.hma.eu/veterinary-medicines/cmdv 

https://eur01.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.anses.fr%2F&data=05%7C02%7Craute.kallin%40ages.at%7C7658699ea21b450ed26708dc6391bdc4%7C4fb26ca8adf2419e947d6554c0e35c25%7C0%7C0%7C638494724806260837%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=XMWh3iFPLQ0dEADSxw9a4uNcD4a7dTMiMEGAzk03dTo%3D&reserved=0
https://www.hma.eu/veterinary-medicines/cmdv/implementation-of-the-vmp-regulation.html

