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SPC/labelling format (QRD 

template)
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2022 2023 2024 2025 2026 2027

What are the timelines for QRD v.9 updates for    

existing MAs?

Article 152.2

”Veterinary medicinal products placed on the market in

accordance with Directive 2001/82/EC or Regulation (EC)

No 726/2004 may continue to be made available until 29

January 2027, even if they are not in compliance with this

Regulation”.
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The variation code G.I.18 and a 

timetable of 60 days are 

foreseen. The timing of 

submission should ensure that 

the variation is finalised and 

implemented on the printed 

labelling and package leaflet 

before 27 January 2027.

What is the process for updating to QRD v.9?



CVMP Q&A on describing adverse 

events



QRD v.9 SPC – Section 3.6 Adverse events
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Classification of VMPs (Article 34)



QRD v.9 SPC - Section 10 Classification of VMPs
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Article 34 – Classification of VMPs
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• CVMP guidance is under development.

• Article 33(1)(b) of Regulation (EU) 2019/6 

specifies that the outcome of a competent 

authority’s assessment on an initial marketing 

authorisation application shall include the 

classification of a VMP in accordance with 

Article 34. 

• Objective of the guidance under development is 

to provide clear assessment principles for the 

various provisions of Article 34 and enable a 

consistent decision-making process, both for 

initial marketing authorisation applications 

and variations to change the legal status of a 

VMP.

• Implications for existing marketing 

authorisations?????



Requirements for antimicrobials 

(Article 107)
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Article 107(3) - Requirements for antimicrobials 

3. Antimicrobial medicinal 
products shall not be used for 
prophylaxis other than in 
exceptional cases, for the 
administration to an individual 
animal or a restricted number 
of animals when the risk of an 
infection or of an infectious 
disease is very high and the 
consequences are likely to be 
severe.



• Review indications for existing AM products and determine the approach to ensuring that they are 

aligned with the Reflection Paper

• No formal transitional period to comply with Article 107(3), i.e. understood to fall outside the 

foreseen 5-year transitional period for revision of product information.

• Low number of impacted centralised products (<10), but substantial numbers of products 

authorised at a national level.

• For centrally authorised products, 

– EMA intending to proactively contact affected MAHs to outline the proposed  approach.

– MAHs will be asked to take regulatory action on this before end of 2022, i.e. within a variation 

application.

– Intended liaison with CMDv for a consistent approach.

• For products authorised nationally, further discussion required.

23/05/2022 13

Article 107(3) - Requirements for antimicrobials 
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