, COUNCIL OF EUROPE
EUROPEAN DIRECTORATE FOR THE QUALITY <
OF MEDICINES & HEALTHCARE European Directorate

for the Quality
of Medicines

& HealthCare

Direction européenne
dela qualité

du médicament
&soins de santé CONSEIL DE LEUROPE

Certification of Substances Department

CERTIFICATION MONTHLY REPORT
End of November 2024

Certificates of Suitability

New CEPs granted e Total
=== \onthly Average
80
60
40 -
20 -
0 -
o> o> b > > > a> o> o> a> a> >
« ﬂ (0 L4 # o} \f e & 40 ,
SRR R R N R R
== mw Total revised CEPs
Revisions apprOVEd Approval with no CEP revision
== \|onthly average
360
81
240
120
0 -

Tel » +33(0) 388413030 EDQM
Mail » cep@edgm.eu 7 allée Kastner, CS 30026, F-67081 Strasbourg

www.coe.int

| www.edgm.eu



EDQM

Certification of Substances Department

PA/PH/CEP (24) 67

. . = Nov-24
Suspended, expired and withdrawn CEPs Total 2024
100
80
60
40
20
Lo mm o o o
Suspended by Suspended by Withdrawn by Withdrawn by Expired
EDQM Holder EDQM Holder
Time for treatment
Mean timelines for treatment = New dossiers
of chemical applications HIRE e
Difference/ deadline (working days)
-15 -10 -5 0 5 10 15 20 25 30 35
Jan-24 - 202
Feb-24 2.5 23,8
Mar-24 21 252
Apl'-24 _3 2 27!9
May-24 B 25,9
Jun-24 a9 18,6
Jul-24 52 9.1
Aug-24 05 11,8
Sep-24 34 20,2
Oct-24 88 20,6
Nov-24 144 20,3
Dec-24 On time Late

Page 2 of 3



EDQM PA/PH/CEP (24) 67
Certification of Substances Department

Inspection programme

Sites covered by the inspection programme = Nov-24
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Information published on the EDQM Website (www.edgm.eu)

e 26/11/2024: CEPs for sterile substances — New guideline “Content of the dossier for sterile
substances” is now available
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http://www.edqm.eu/
https://www.edqm.eu/documents/52006/157201/Content%20of%20the%20dossier%20for%20sterile%20substances%2C%C2%A0PA_PH_CEP%20%2823%29%2054%2C%C2%A0November%202024.pdf/dbc70466-e31e-6098-ab27-ea3f42d788a4?t=1732607427474
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