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Certificates of Suitability
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. . Apr-23
Suspended, expired and withdrawn CEPs e
u Total 2023
40
30
20
10
0 0 ﬁ 0 0 1 1 0
Suspended by Suspended by Withdrawn by Withdrawn by Expired

EDQM Holder EDQM Holder

Actions on CEPs:

e Withdrawal of CEP 1998-150 Bromazepam by EDQM, due to a failure to fulfil the
requirements of the Certification procedure.

e Restoration of CEP 2007-056 Metronidazole benzoate.

Time for treatment

Mean timelines for treatment -ge\n{ dossiers
of chemical applications " Revisions

Difference/ deadline (working days)
-20 -10 0 10 20 30 40

Jan-23 13 32

Feb-23 13 34
Mar-23 14 34
Apr-23 12 32

May-23 |
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Nov-23

Dec-23 On time Late
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Inspection programme

Sites covered by the inspection programme = Apr-23
u Total 2023

12

6
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ON-SITE inspections REMOTE inspections Exchange of info

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

o 11/04/2023: CEP holders invited to comment on draft monographs published in
Pharmeuropa 35.2.

e 28/04/2023: CEP 2.0: Requirements for the content of the CEP dossier and updated
application forms, for implementation as of 1t June 2023
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