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

INETp[S) INN Type of procedure Scope
Dienogest/Ethinylestradiol containing Dienogest / Ethinylestradiol Article 31 of Directive Procedure triggered by United Kingdom asking
products 2001/83/EC for an opinion on the benefit-risk balance for

Dienogest/Ethinylestradiol containing products
indicated in acne due to concerns regarding
the risk of venous thromboembolism (VTE or
blood clots in veins), which has not been
sufficiently characterised for this combination.
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Table 2. Start of arbitration procedure

INET[S) INN Type of procedure Scope

Diclofenac 50 mg Tablets and Diclofenac epolamine Article 29(4) of Directive

The Committee started a referral procedure
associated names 2001/83/EC

for Diclofenac 50 mg Tablets and associated
names. The procedure was initiated because
of disagreements regarding the
demonstration of bioequivalence in the fed
state.
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