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New granted CEPs

End of October 2022
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Time for treatment (rate of dossiers treated in time for chemical applications)

Adherence to deadlines for chemical applications Mean for in 2022
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Actions on CEPs

Suspended, Expired and Withdrawn CEPs
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e Restoration of suspended CEP: CEP 2004-057 Ranitidine hydrochloride
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Information published on the EDQM Website (www.edgm.eu)

e 04/10/2022: Implementation of the European Pharmacopoeia Supplement 11.1 —
Notification for CEP holders

e 04/10/2022: Revision of document PA/PH/CEP (01) 1 “Certification of Suitability to the
Monographs to the European Pharmacopoeia Terms of Reference and Rules of Procedure”

e 04/10/2022: Revision of document PA/PH/CEP (21) 62 “EDQM DCEP Sharing tool — How to
manage your account”

e 18/10/2022: EDOM changes CEP policy regarding chemical applications for polymorphs

e 21/10/2022: CEP holders invited to comment on draft monographs published in
Pharmeuropa 34.4

e 21/10/2022 “CEP of the future”: second project update
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