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! Human Medicinal Products: Number to be completed by the Marketing Authorisation Holder, reflecting the correct sequential MRP/DCP Number
according to Volume 2A, Chapter 2, 7. Numbering System for the Procedures for Mutual Recognition and Decentralised Procedure as published on
the Website of the European Commission (http://ec.europa.eu/heal th/documents/eudral ex/vol-2/index_en.htm)

Veterinary Medicinal Products: Renewal humber to be issued by the Reference Member State before submission of the application according to

the corresponding CMD(v) Best Practice Guide (http://www.hmaeu)

4 As specified in section 2.4.3 in Part 1A. If different, attach |etter of authorisation
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® Note: Where more than one Qualified Person (QP) isinvolved, asingle declaration by one of the QPs that the active
substance(s) used as a starting material are manufactured in accordance with the guidelines on good manufacturing
practice for starting materials as adopted by the EU, may be submitted provided that:
e Thedeclaration makesit clear that it is signed on behalf of all the involved QPs.
e The arrangements are underpinned by atechnical agreement as described in Chapter 7 of the GMP Guide and
the QP providing the declaration is the one identified in the agreement as taking specific responsibility for the
GMP compliance of the active substance manufacturer(s).
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