Member state

Slovak republic

Fees (€) per product

Fees for the procedure
(€) - reductions - if
applicable

When you are acting as RMS

MRP (Mutual Recognition Procedure)

Full dossier
Known substance

Well established substance (bibl.)

60000 Sk/1587,3 €

Not applicable

Extension
Generic application

Fixed combination

60000 Sk/1587,3 €

Not applicable

DCP (Decentralised Procedure)

New application - full dossier
NCE
Known substance

Well established substance (bibl.)

75000 Sk/1984,2 €

Not applicable

Extension
Generic application

Fixed combination

75000 Sk/1984,2 €

Not applicable

Variations

TypeI A
TypelB

0 Sk/0 €

Not applicable

Type II Variation

20000 Sk/529,1 €

Not applicable

Renewal

50000 Sk/1322,8 €

Not applicable

When you are acting as CMS

MRP (Mutual Recognition Procedure)

Full dossier
Known substance

Well established substance (bibl.)

60000 Sk/1587,3 €

Not applicable

Extension
Generic application

Fixed combination

60000 Sk/1587,3 €

Not applicable

DCP (Decentralised Procedure)




New application - full dossier
NCE
Known substance

Well established substance (bibl.)

75000 Sk/1984,2 €

Not applicable

Extension
Generic application

Fixed combination

75000 Sk/1984,2 €

Not applicable

Variations

TypeI A
TypelB

0 Sk/0 €

Not applicable

Type II Variation

20000 Sk/529,1 €

Not applicable

Renewal

50000 Sk/1322,8 €

Not applicable

Annual Fee per product

Transfer of a MAH

10000 Sk/264,6 €

Not applicable

Trad. Herbal MP

Homeopathic MP

Parallelimport




