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New granted CEPs 

 
 

Revisions approved 

 

  
New CEPs granted  

(total 2022) 

TSE 5 

Herbal 3 
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Time for treatment (rate of dossiers treated in time for chemical applications) 

    

Inspections 

 

Actions on CEPs  

 

• Restoration of suspended CEP: CEP 2004-057 Ranitidine hydrochloride 
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Information published on the EDQM Website (www.edqm.eu) 

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

• 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” 

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

• 18/10/2022: EDQM changes CEP policy regarding chemical applications for polymorphs 
• 21/10/2022: CEP holders invited to comment on draft monographs published in 

Pharmeuropa 34.4 
• 21/10/2022 “CEP of the future”: second project update 

__________________________________ 

http://www.edqm.eu/
https://www.edqm.eu/en/-/implementation-of-the-european-pharmacopoeia-supplement-11.1-notification-for-cep-holders
https://www.edqm.eu/en/-/implementation-of-the-european-pharmacopoeia-supplement-11.1-notification-for-cep-holders
https://www.edqm.eu/documents/52006/279643/2.Certification+of+Suitability+to+the+Monographs+to+the+European+Pharmacopoeia+Terms+of+Reference+and+Rules+of+Procedure+%28PA_PH_CEP+%2801%29+1%2C+12R%2C+September+2021%29.pdf/fa28b4b0-5173-2a89-0e9c-52026380cc67?t=1640164807660
https://www.edqm.eu/documents/52006/279643/2.Certification+of+Suitability+to+the+Monographs+to+the+European+Pharmacopoeia+Terms+of+Reference+and+Rules+of+Procedure+%28PA_PH_CEP+%2801%29+1%2C+12R%2C+September+2021%29.pdf/fa28b4b0-5173-2a89-0e9c-52026380cc67?t=1640164807660
https://www.edqm.eu/en/-/dcep-sharing-tool-user-guide-revised
https://www.edqm.eu/en/-/dcep-sharing-tool-user-guide-revised
https://www.edqm.eu/en/-/edqm-changes-cep-policy-regarding-chemical-applications-for-polymorphs
https://www.edqm.eu/en/-/cep-holders-invited-to-comment-on-draft-monographs-published-in-pharmeuropa-34.4
https://www.edqm.eu/en/-/cep-holders-invited-to-comment-on-draft-monographs-published-in-pharmeuropa-34.4
https://www.edqm.eu/en/-/-cep-of-the-future-second-project-update

