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CEPs suspended by holder:

CEP 2001-350 Nimesulide

CEP 2004-063 Lisinopril dihydrate

CEP 2004-064 Cefalexin monohydrate

CEP 2005-092 Cefaclor

CEP 2006-005 Flecainide acetate

CEP 2007-198 Cefuroxime axetil

CEP 2008-273 Benazepril hydrochloride
CEP 2008-301 Meloxicam

CEP 2009-289 Flecainide acetate (process A)
CEP 2011-108 Nitrofurantoin

CEP 2012-288 Montelukast sodium

CEP 2014-226 Nitrofurantoin (macrocrystals)
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Time for treatment

Mean timelines for treatment = New dossiers
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Information published on the EDQM Website (www.edgm.eu)

e 02/05/2024:Updated list of assessors for CEP applications (link).

o 17/05/2024: Draft guideline on ‘Content of the dossier for sterile substances’ released for
public consultation (link).
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http://www.edqm.eu/
https://www.edqm.eu/documents/52006/66253/List+-+List+of+assessors+Certification+of+Substances+-+March+2022.pdf/274e0384-490f-18cf-e1c0-c4cd88fd8755?t=1647276803030
https://www.edqm.eu/documents/52006/275868/Content%20of%20the%20dossier%20for%20sterile%20substances%20PAPHCEP%20%2823%29%2054%20draft%204.pdf/700a7eab-151f-6449-9d7d-aa5e59a35cde?t=1715939690081

