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. o Jun-23
Suspended, expired and withdrawn CEPs o
u Total 2023
60
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Suspended by Suspended by Withdrawn by Withdrawn by Expired

EDQM Holder EDQM Holder

Actions on CEPs:
e Suspension of CEP 2010-109 Metoprolol succinate, upon request from the holder.

e Withdrawal of CEP 2002-062 Colchicine by EDQM, due to a failure to fulfill the
requirements of the Certification Procedure.

Time for treatment

Mean timelines for treatment = Now dossiers
i i i [
of chemical applications evisions

Difference/ deadline (working days)
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Jan-23 13 32
Feb-23 13 34
Mar-23 14 34
Apr-23 12 32
May-23 10 28

Jun-23 5 23

Jul-23 -
Aug-23
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Nov-23

Dec-23 On time Late
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Inspection programme

Sites covered by the inspection programme Jun-23
u Total 2023

20
15
10
5
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ON-SITE inspections REMOTE inspections Exchange of info

Information published on the EDQM Website (www.edgm.eu)

e 05/06/2023: 2022 Highlights — EDQM annual report.
e 05/06/2023: Update of list of assessors for the CEP procedure.

e 19/06/2023: Draft revised Policy document PA/PH/CEP (04) 1, 7R on Content of the
CEP dossier, released for public consultation until 16 September 2023.

e 19/06/2023: CEP 2.0 — List of authorities and organisations beyond Ph. Eur.
members states which have access to CEP assessment and/or inspection reports.
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