
 
 
DG POST Authorisation/division Marketing Authorisation 
Variations and renewals 

Federaal Agency for Medicines and Health Products 

Eurostation II 

Victor Hortaplein 40/40  

1060 BRUSSELS 

www.famhp.be 

 

1 
 

1. Within what period should a variation or renewal be implemented in 
the package leaflets of a parallel import medicinal product? 
 

Given that the Royal Decree of 19th April 2001 on the parallel import of medicinal 

products for human use and the parallel distribution for medicinal products for human 

and veterinary use does not foresee a time-limit for the implementation of a change to 

the authorisation, the change must be implemented without delay. This means that all 

batches that are placed on the market after the change of the authorisation, must be in 

accordance with the authorisation. The batches that were already on the market before 

the approval date of the variation or renewal, can remain on the market. 

 

2. Must the name and address (= natural person) or the trade name and 
the registered office (= legal person) be stated on the packaging of a 

parallel imported medicinal product? 
 

Yes, the name and address (= natural person) or the trade name and registered office (= 

legal person)  of the marketing authorisation holder for the parallel import must be 

stated on the packaging.  

  

3. How should the name and address or the trade name and the 
registered office be stated on the packaging of a parallel imported 
medicinal product? 
 

The following sentence must be stated on the packaging of a parallel imported medicinal 

product in the three national languages: 

Ingevoerd door en herverpakt onder de verantwoordelijkheid van: < name and address 

of the authorisation holder /trade name and address of the registered office> 

Importé et reconditionné sous la responsabilité de : < name and address of the 

authorisation holder /trade name and address of the registered office> 

Importiert und umgepackt unter der Verantwortung von: < name and address of the 

authorisation holder /trade name and address of the registered office> 

 

4. What should I do if, during a current procedure for an application for 
an amendment (= variation) to the license for parallel import, it appears 
that changes have been made to the marketing authorisation of the 

reference medicine and/or to the marketing authorisation granted in the 
member state of origin of the parallel imported medicine? 
 

Submit a new variation pursuant to article 7 (2) or (3) of the royal decree regarding the 

parallel import of medicines for human use and the parallel distribution of medicines for 

human and veterinary use dated 19 April 2001. Once it has been submitted, you can no 

longer amend the scope of the variation-application. 

 

5. What should I do if, during a current procedure for an application for 

a renewal of the license for parallel import, it appears that changes have 
been made to the marketing authorisation of the reference medicine 

and/or to the marketing authorisation granted in the member state of 
origin of the parallel imported medicine? 
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Submit a new variation pursuant to article 7 (2) or (3) of the royal decree regarding the 

parallel import of medicines for human use and the parallel distribution of medicines for 

human and veterinary use dated 19 April 2001. Once it has been submitted, you can no 

longer amend the application for renewal. 

 

6. What should I do if, during a current procedure for an application for 

a renewal of the license for parallel import, it appears that changes have 
been made to the marketing authorisation of the reference medicine 
and/or to the marketing authorisation granted in the member state of 

origin of the parallel imported medicine? 
 
Submit the revised documents, linked to the current file. The delivery of the first 

authorisation must be fully compliant. 
 


