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Table 1. Start of reviews for non-centrally authorised medicines

Name INN Type of procedure Scope
Estradiol - containing medicinal Estradiol Article 31 of Directive The procedure was triggered by Germany
products for topical use 2001/83/EC asking for an opinion on the benefit-risk

balance of estradiol-containing medicinal
products for topical use due to concerns
related to endometrial safety.

Table 2. Start of arbitration procedure

Name INN Type of procedure Scope
Glimepirida Parke-Davis Glimepiride Article 29(4) of Directive The Committee started a referral procedure
2001/83/EC for Glimepirida Parke-Davis and associated

names. The procedure was initiated because

7 Westferry Circus e Canary Wharf ¢ London E14 4HB e United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8669 H
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2012. Reproduction is authorised provided the source is acknowledged.



Name INN Type of procedure Scope

of disagreements regarding the
demonstration of bioequivalence between the
generic and the reference product.
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