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NOTIFICATION OF PARALLEL DISTRIBUTION OF A
CENTRALLY AUTHORISED MEDICINAL PRODUCT 
Please complete all relevant sections in this form. Omissions may lead to a delay. Fields in red are mandatory
 
1.  Details of the Parallel Distributor
Contact Person Name:
1.14  Wholesale Distribution Authorisation (please enclose copy) (within the meaning of Article 77 of Directive
        2001/83/EC or Article 65 of Directive 2001/82/EC)
1.15  Contact person in case of quality problems and defective batches:
 2.  Details of the medicinal product and Marketing Authorisation Holder
3   Member State(s) of Origin and Destination
 
      3.1   Member State(s) of Origin - please select at least one MS
              (= where the product was put on the market for the first time by the MAH)
3.2    Member State(s) of Destination - please select at least one MS
         (= where the product will be distributed)
Please be aware that products can not be sourced and distributed in the same country.
 
 
     3.3    Please check one of the following buttons below as applicable
[1] Accession Treaty, Part Three, Title II, Annex IV, Section 2 “Company law”, AA2003/ACT/Annex IV/enp.2499, signed in Athens on 16 April 2003 applicable
 
4.  Details of the Repackager(s) (multiple repackagers are permitted) 
 
     4.10  Manufacturing Authorisation (please enclose copy or make reference to EudraGMP, if available)
            (within the meaning of Article 40 of Directive 2001/83/EC or Article 44 of Directive 2001/82/EC)
 
5.  Nature of the Repackaging
 
     5.1   Modifications proposed by the parallel distributor to the original pack (e.g. over labelling 
            outer and inner packaging, creation of own carton etc.):
     5.2  Provide details of the repackaging/relabelling process, if necessary:
     5.3   Has the parallel distributor changed the pack-size?
     5.4   if 5.3 is YES, please confirm that the pack-size is authorised within the Community Marketing Authorisation.
     5.5  It is certified that the original condition of the product has not been directly or indirectly affected.
 
 
6.         Submission of mock-ups
 
6.1  A mock-up of outer and inner packaging and package leaflet of the medicinal product for distribution in the Member State of destination are to be enclosed (in 2 copies, in colour) or, if available, 2 colour copies of the repackaged specimen (including outer and inner packaging) and 2 printed  package leaflets.
 One electronic copy would be necessary in case of a notification using the electronic submission.
 
 
  
6.2  I confirm that all recommendations listed in the guidelines published in accordance with Article 65c of Directive 2001/83/EEC (e.g. guideline on readability) have been taken into account in order to ensure that the information on the labelling and package leaflet is accessible to and can be understood by those who receive it (e.g. patients), so that they can use the medicine safely and appropriately.
 
 
 
7.         Fee
 
7.1  A fee is payable after receipt of the invoice from EMA in accordance with the "Rules for the implementation of Council Regulation (EC) No 297/95 on fees payable to the European Medicines Agency and other measures.
  
8.         Post-Notice obligations
8.1  I, the undersigned, undertake to ensure that the product information remains in conformity with the latest Commission Decision relating to the medicinal product. Should the product information(labelling and/or package leaflet) and/or any other aspect of this notification be amended, I undertake to submit a notification of a change to the EMA, if applicable.
8.2  In order to comply with Annex IV (2) of the Act of Accession of 2003, Annex V (1) of the Act of Accession of 2005 and Annex IV (1) of the Act of Accession of 2011, I undertake to submit a notification of a change to the EMA if the country of origin of the parallel-distributed product changes. In accordance with the specific mechanism, I undertake to ensure that the patent holder or beneficiary will be notified in case the country of origin is changed to Croatia, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Poland, Slovak Republic, Slovenia, Bulgaria and Romania, and the specific mechanism applies.  
9.  I confirm that data declared in this notification form is accurate and no material information has been omitted (within the knowledge of the signatory).
     I also consent to these details being stored electronically.
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