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What has changed?
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When the HPRA want to see mock-ups

Submission of Mock-Ups for Variations to Veterinary 
Products 
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When the HPRA want to see mock-ups

Submission of Mock-Ups for Variations to Veterinary 
Products 



What has changed?

• Routine requirement to submit mock-ups during the 

national phase of variations*

• When changes are required to mock-ups it is the MAH’s 

responsibility that these changes and only these changes 

are implemented 

*The HPRA still reserves the right to request submission of mock-ups following a variation, 

where it deemed necessary
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When is submission of mock-ups 

required?



When is submission of mock-ups required?

1. Prior to marketing a product for the first time: National 

phase of a new procedure/ G.I.15 variation 

2. When making changes to layout, design or readability: 

G.I.15 variation

3. During G.I.18 variations to align product information with 

version 9.0 of the QRD template, if already marketed in IE
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Is joint labelling with the UK still 

feasible?



Is joint labelling with the UK still feasible?

Yes 

• However the product information must be aligned 

• Where product information texts have been agreed in IE by 

way of an EU procedure, no changes will be permissible to 

the agreed EU texts
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What if the UK want to see mock-ups and IE do not?

In this case:

• Submit mock-ups to the UK only

• The UK will assess the change related to the variation only

• If changes other than those within the scope of the 

variation are required, IE will require a G.I.15 variation to 

review these changes
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Where can I find more information?
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• Visit out website under 

Veterinary >Regulatory 

Information >Medicinal 

Authorisation 

>Labelling Procedure  

• Email your queries to 

Vetinfo@hpra.ie

mailto:Vetinfo@hpra.ie


Thank you 


