European Directorate for the Quality of Medicines & HealthCare —
Certification of Substances Division

REGISTRATION FEES

Reference ltem Fee
NEW APPLICATIONS
CEPO3 Simple certificate (chemical or TSE or hefdrabuct) 3000 €
CEPO1 Double certificate (chemical + TSE)* 6000 €
CEP13 Certificate for chemical purity and sterility 6000 €
CEP14 Double certificate (chemical + TSE) coverigp sterility 9000 €
REVISIONS OF CERTIFICATES
CEP12 Simple notification 500 €
CEPO9 Multiple notifications (max 3) 1000 €
CEP18 Grouped notifications (> 3) 1500 €
CEP10 Simple minor revision 1000 €
CEPO5 Multiple minor revisions (max 3) 1500 €
CEP19 Grouped minor revisions (> 3) 2000 €
CEPO6 Transfer of holdership 1500 €
CEP20 Major revision 2000 €
CEPO4 Renewal 1500 €
CEP15 Evaluation of sterility data 3000 €
TECHNICAL ADVICE
CEP11 Technical advice 1000 €
INSPECTIONS
CEPO2 Inspection or re-inspection decided by EDQ@M4dys) 5000 €
CEP16 Inspection requested by company and appitow&DQM 9000 €
CEP 21 Inspection or re-inspection decided by EDQMays) 3500 €
CEP 22 Inspection or re-inspection decided by EDQMay) 2000 €

* In the case of TSE supported by a CEP the feegialy 3000 €.
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