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¢ Guidelines on the details of the various categories of variation, on the operation
of the procedures laid down in Chapters 11, I1a, IIT and IV of Commission
Regulation (EC) No 1234/2008 concerning the examination of variations to the
terms of marketing authorizations for medicinal products for human use, and on
the documentation to be submitted pursuant to those procedures (C/2025/5045)
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® Guidance on the details of the classification of variations requiring assessment
according to Article 62 of Regulation (EU) 2019/6 for veterinary medicinal
products and on the documentation to be submitted pursuant to those
variations.

® (Commission Implementing Regulation (EU) 2021/17 of 8 January 2021
establishing a list of variations not requiring assessment in accordance with
Regulation (EU) 2019/6 of the European Parliament and of the Council
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® Commission Implementing Regulation (EU) 2023/997 of 23 May 2023
amending Implementing Regulation (EU) 2021/17 establishing a list of
variations not requiring assessment in accordance with Regulation
(EU) 2019/6 of the European Parliament and of the Co
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