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1 Oct-24

Suspended, expired and withdrawn CEPs e o
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Suspended by Suspended by Withdrawn by Withdrawn by Expired
EDQM Holder EDQM Holder
CEPs suspended due to GMP non-compliance:
e CEP 2003-193 Clomifene citrate
e CEP 2015-334 Quetiapine fumarate
o CEP 2017-190 Azaperone for veterinary use
e CEP 2017-285 Chlortalidone
Time for treatment
Mean timelines for treatment “New dossiers
of chemical applications “Revisions
Difference/ deadline (working days)
-15 -10 -5 0 5 10 15 20 25 30 35
Jan-24 0.8 20,2
Feb-24 238
Mar-24 21 252
Apr-24 32 27,9
May-24 592 259
Jun-24 39 18,6
Jul-24 592 9.1
Aug-24 05 11,8
Sep-24 34 20,2
Oct-24 88 206
Nov-24
Dec-24 On time Late
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Inspection programme

Sites covered by the inspection programme Oct-24
u Total 2024
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ON-SITE inspections I REMOTE inspections I Exchange of info

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

e 08/10/2024: CEP holders invited to comment on draft monographs published in
Pharmeuropa 36.4.

o 15/10/2024: Implementation of the European Pharmacopoeia Supplement 11.7 —
Notification for CEP holders.

e 24/10/2024: Removal of expiry notifications from the EDQM DCEP Sharing Tool — update
of the related user guide PA/PH/CEP (21) 62.
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