Important links to documents related to the new Variations Regulation
a) Commission Regulation (EC) No 1234/2008 of 24 November 2008, concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:334:0007:0024:en:PDF

b) Directive 2009/53/EC amending Directives 2001/82/EC and 2001/83/EC as regards variations to the terms of marketing authorisations for medicinal products
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/eudralex/vol-1/dir_2009_53/dir_2009_53_en.pdf

c) EC Guideline on the operation of the procedures laid down in Chapters II, III and IV of Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products.
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/betterreg/pharmacos/procedural_guideline_adopted.pdf

d) EC Guideline on the details of the various categories of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products. 
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/betterreg/pharmacos/classification_guideline_adopted.pdf (PDF version)
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/betterreg/pharmacos/classification_guideline.doc (Word version)

e) Draft application form for variation to a marketing authorisation for medicinal products (human and veterinary) to be used in the mutual recognition and the centralised procedure in accordance with Commission Regulation (EC) No 1234/2008 of 24 November.
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/betterreg/pharmacos/2009-12_draft-variation-form.pdf (PDF version)
http://ec.europa.eu/enterprise/sectors/pharmaceuticals/files/betterreg/pharmacos/2009-12_draft-variation-form.doc (Word version)

f) European Medicines Agency/CMD(h) explanatory notes on the variation application form (Human medicinal products only)
http://www.hma.eu/96.html

 
g) CMD(h) Draft Best Practice Guides for the Submission and Processing of Variations in the Mutual Recognition Procedure 
http://www.hma.eu/96.html

h) CMD(v) New best practice guides effective from 1 January 2010 - Commission Regulation (EC) No 1234/2008
http://www.hma.eu/163.html


i) CMD(h) list of questions and answers for the submission of variations according to Commission Regulation (EC) 1234/2008 
http://www.hma.eu/96.html



j) European Medicines Agency/CMD(h) Questions and Answers covering practical issues of eCTD dossier submission and handling under the new variations regulation
http://esubmission.ema.europa.eu/doc/index.html


 
k) IMB Guide to electronic submissions – human medicines
http://www.imb.ie/EN/Publications/Publications/Guide-to-electronic-     submissions--human-medicines.aspx?page=2&year=0&categoryid=&letter=&q


l) Application form for the submission of requests to CMD(h) for a recommendation on the classification of an unforeseen variation under Article 5
http://www.hma.eu/265.html (Word and PDF version available)



m) Application form for the submission of requests to CMD(v) for a recommendation on the classification of an unforeseen variation under Article 5
http://www.hma.eu/163.html (Word version)



n) European Medicines Agency Regulatory and Procedural Guidance in relation to the new Variations Regulation
http://www.ema.europa.eu/htms/human/raguidelines/post.htm#nvr




