Annex No. 1 of Act XCV of 2005
	 
	 
	 
	 
	 
	 
	 
	 
	Fees (HUF)

	 I.
	 Non homeopathic (allopathic) medicinal products
	 
	 
	 

	 I.A.
	 
	 All allopathic products excluding allergens
	 

	 I.A.1.
	 
	 
	 New application
	 
	 
	 

	 I.A.1.1.
	 
	 
	 
	 National procedure
	 
	 
	 

	 I.A.1.1.a.
	 
	 
	 
	 
	 Originals, originals line extention
	 1 350 000

	 I.A.1.1.b.
	 
	 
	 
	 
	 Generics, or generics line extention
	 675 000

	 I.A.1.1.c.
	 
	 
	 
	 
	 Other, or other line extention
	 675 000

	 I.A.1.2.
	 
	 
	 
	Procedures based on mutual recognition 
	 

	 I.A.1.2.a.
	 
	 
	 
	 
	Originals, originals line extention
	 

	 I.A.1.2.a.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 3 150 000

	 I.A.1.2.a.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 2 250 000

	 I.A.1.2.b.
	 
	 
	 
	 
	Generics, or generics line extention
	 

	 I.A.1.2.b.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 1 575 000

	 I.A.1.2.b.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 1 175 000

	 I.A.1.2.c.
	 
	 
	 
	 
	Other, or other line extention
	 

	 I.A.1.2.c.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 1 575 000

	 I.A.1.2.c.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 1 175 000

	 I.A.2.
	 
	 
	Variation of  Marketing Authorization
	 
	 

	 I.A.2.1.
	 
	 
	 
	 National
	 
	 
	 
	 

	 I.A.2.1.a.
	 
	 
	 
	 
	 Type IA-IB
	 
	 
	 180 000

	 I.A.2.1.b.
	 
	 
	 
	 
	 Type II
	 
	 
	 270 000

	 I.A.2.2.
	 
	 
	 
	Procedures based on mutual recognition
	 

	 I.A.2.2.a.
	 
	 
	 
	 
	 Type IA-IB
	 
	 
	 

	 I.A.2.2.a.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 250 000

	 I.A.2.2.a.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 180 000

	 I.A.2.2.b.
	 
	 
	 
	 
	 Type II
	 
	 
	 

	 I.A.2.2.b.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 350 000

	 I.A.2.2.b.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 270 000

	 I.A.2.3.
	 
	 
	 
	Changes to an aspect of the labelling or the package leaflet and not connected with the summary of product characteristics [2005. year XCV. Decree, 10. §(2) 
	 20 000

	 I.A.2.4.
	 
	 
	 
	Transfer of Marketing Authorisation from one holder to another. 
	 100 000

	 I.A.2.5.
	 
	 
	 
	Change (adding/deletion) in pack size accepted during european procedure of the finish product in hungarian Marketing Authorisation.
	 100 000

	 I.A.2.6.
	 
	 
	 
	Change of existing marketing authorisation number to „global” marketing authorisation number  
	 100 000

	 I.A.2.7.
	 
	 
	 
	Change in clssification of the medicinal product
	 270 000

	 I.A.3.
	 
	 
	Renewal of MA
	 
	 

	 I.A.3.1.
	 
	 
	 
	National
	 
	 
	 
	 

	 I.A.3.1.a.
	 
	 
	 
	 
	 Originals
	 
	 
	 675 000

	 I.A.3.1.b.
	 
	 
	 
	 
	 Generics
	 
	 
	 325 000

	 I.A.3.1.c.
	 
	 
	 
	 
	 Other
	 
	 
	 325 000

	 I.A.3.2.
	 
	 
	 
	 Procedures based on mutual recognition
	 

	 I.A.3.2.a.
	 
	 
	 
	 
	 Originals
	 
	 
	 

	 I.A.3.2.a.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 1 575 000

	 I.A.3.2.a.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 1 125 000

	 I.A.3.2.b.
	 
	 
	 
	 
	 Generics
	 
	 
	 

	 I.A.3.2.b.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 775 000

	 I.A.3.2.b.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 550 000

	 I.A.3.2.c.
	 
	 
	 
	 
	Other
	 
	 
	 

	 I.A.3.2.c.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 775 000

	 I.A.3.2.c.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 550 000

	 I.A.4.
	 
	 
	 Withdrawal of MA
	 67 500

	 I.A.5.
	 
	 
	Annual Maintenance Fee of  MA
	 180 000

	 I.B
	 
	 Allergens
	 
	 
	 
	 
	 

	 I.B.1.
	 
	 
	 New application
	 
	 
	 

	 I.B.1.1.
	 
	 
	 
	 National
	 
	 
	 
	 

	 I.B.1.1.a.
	 
	 
	 
	 
	 Single allergens
	 45 000

	 I.B.1.1.b.
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 315 000

	 I.B.1.1.c.
	 
	 
	 
	 
	Other
	 
	 
	 315 000

	 I.B.1.2.
	 
	 
	 
	 Procedures based on mutual recognition
	 

	 I.B.1.2.a.
	 
	 
	 
	 
	 Single allergens
	 

	 I.B.1.2.a.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 245 000

	 I.B.1.2.a.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 90 000

	 I.B.1.2.b.
	 
	 
	 
	 
	Mixed allergens (multiple allergens)
	 

	 I.B.1.2.b.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 1 215 000

	 I.B.1.2.b.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 565 000

	 I.B.1.2.c.
	 
	 
	 
	 
	 Other
	 
	 
	 

	 I.B.1.2.c.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 1 215 000

	 I.B.1.2.c.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 565 000

	 I.B.2.
	 
	 
	 Variation of MA
	 
	 

	 I.B.2.1.
	 
	 
	 
	 National
	 
	 
	 
	 

	 I.B.2.1.a.
	 
	 
	 
	 
	 Type IA-IB
	 
	 
	 

	 I.B.2.1.a.1.
	 
	 
	 
	 
	 
	 Single allergens
	 9 000

	 I.B.2.1.a.2.
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 45 000

	 I.B.2.1.a.3.
	 
	 
	 
	 
	 
	Other
	 
	 45 000

	 I.B.2.1.b.
	 
	 
	 
	 
	 Type II
	 
	 
	 

	 I.B.2.1.b.1.
	 
	 
	 
	 
	 
	 Single allergens
	 20 000

	 I.B.2.1.b.2.
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 100 000

	 I.B.2.1.b.3.
	 
	 
	 
	 
	 
	 Other
	 
	 100 000

	 I.B.2.2.
	 
	 
	 
	Procedures based on mutual recognition
	 

	 I.B.2.2.a.
	 
	 
	 
	 
	 Type IA-IB
	 
	 
	 

	 I.B.2.2.a.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 

	 I.B.2.2.a.1.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 9 000

	 I.B.2.2.a.1.2.
	 
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 45 000

	 I.B.2.2.a.1.3.
	 
	 
	 
	 
	 
	 
	 Other
	 45 000

	 I.B.2.2.a.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 

	 I.B.2.2.a.2.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 9 000

	 I.B.2.2.a.2.2.
	 
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 45 000

	 I.B.2.2.a.2.3.
	 
	 
	 
	 
	 
	 
	Other
	 45 000

	 I.B.2.2.b.
	 
	 
	 
	 
	 Type II
	 
	 
	 

	 I.B.2.2.b.1.
	 
	 
	 
	 
	 
	 RMS
	 
	 

	 I.B.2.2.b.1.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 30 000

	 I.B.2.2.b.1.2.
	 
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 200 000

	 I.B.2.2.b.1.3.
	 
	 
	 
	 
	 
	 
	 Other
	 200 000

	 I.B.2.2.b.2.
	 
	 
	 
	 
	 
	 CMS
	 
	 

	 I.B.2.2.b.2.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 20 000

	 I.B.2.2.b.2.2.
	 
	 
	 
	 
	 
	 
	Mixed allergens (multiple allergens)
	 100 000

	 I.B.2.2.b.2.3.
	 
	 
	 
	 
	 
	 
	 Other
	 100 000

	 I.B.2.3.
	 
	 
	 
	Changes to an aspect of the labelling or the package leaflet and not connected with the summary of product characteristics[2005. year XCV. Decree, 10. § (2)
	 20 000

	 I.B.2.4.
	 
	 
	 
	Transfer of Marketing Authorisation from one holder to another
	 100 000

	 I.B.2.5.
	 
	 
	 
	Change (adding/deletion) in pack size accepted during european procedure of the finish product in hungarian Marketing Authorisation.
	 100 000

	 I.B.2.6.
	 
	 
	 
	Change of existing marketing authorisation number to „global” marketing authorisation number  
	 100 000

	 I.B.2.7.
	 
	 
	 
	Change in clssification of the medicinal product
	 270 000

	 I.B.3.
	 
	 
	Renewal of MA
	 
	 

	 I.B.3.1.
	 
	 
	 
	 National
	 
	 
	 
	 

	 I.B.3.1.a.
	 
	 
	 
	 
	 Single allergens
	 45 000

	 I.B.3.1.b.
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 180 000

	 I.B.3.1.c.
	 
	 
	 
	 
	 Other
	 
	 
	 180 000

	 I.B.3.2.
	 
	 
	 
	Procedures based on mutual recognition 
	 

	 I.B.3.2.a.
	 
	 
	 
	 
	 
	 RMS
	 
	 

	 I.B.3.2.a.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 145 000

	 I.B.3.2.a.2.
	 
	 
	 
	 
	 
	 
	Mixed allergens (multiple allergens)
	 765 000

	 I.B.3.2.a.3.
	 
	 
	 
	 
	 
	 
	Other
	 765 000

	 I.B.3.2.b.
	 
	 
	 
	 
	 
	 CMS
	 
	 

	 I.B.3.2.b.1.
	 
	 
	 
	 
	 
	 
	 Single allergens
	 90 000

	 I.B.3.2.b.2.
	 
	 
	 
	 
	 
	 
	 Mixed allergens (multiple allergens)
	 615 000

	 I.B.3.2.b.3.
	 
	 
	 
	 
	 
	 
	 Other
	 615 000

	 I.B.4.
	 
	 
	 Withdrawal of MA
	 9 000

	 I.B.5.
	 
	 
	 Annual maintenance fee of  MA
	 

	 I.B.5.1.
	 
	 
	 
	 Mixed allergens (multiple allergens
	 9 000

	 I.B.5.2.
	 
	 
	 
	Other
	 45 000

	 I.B.5.3.
	 
	 
	 
	
	
	
	
	 45 000

	 II.
	 Homeopathic medicinal products
	 
	 
	 

	 II.A.
	 
	 
	 New application
	 
	 
	 
	 

	 II.A.1.
	 
	 
	 
	 
	 Single-component product
	 

	 II.A.1.1.
	 
	 
	 
	 
	 
	The nominated active component can be found either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 67 500

	 II.A.1.2.
	 
	 
	 
	 
	 
	The nominated active component can be found neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union.
	 270 000

	 II.A.2.
	 
	 
	 
	 
	 Multi-component product
	 

	 II.A.2.1.
	 
	 
	 
	 
	 
	The nominated active component can be found in combination either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 135 000

	 II.A.2.2.
	 
	 
	 
	 
	 
	The nominated active component (also) can be found as combination neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union.
	 540 000

	 II.A.3.
	 
	 
	 
	 
	 Other
	 
	 
	 540 000

	 II.B.
	 
	 
	Variation of MA
	 
	 

	 II.B.1.
	 
	 
	 
	 Type IA-IB
	 
	 
	 
	 

	 II.B.1.1.
	 
	 
	 
	 
	 Single-component product
	 

	 II.B.1.1.a.
	 
	 
	 
	 
	 
	 The nominated active component can be found either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 9 000

	 II.B.1.1.b.
	 
	 
	 
	 
	 
	 The nominated active component can be found neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union..
	 9 000

	 II.B.1.2.
	 
	 
	 
	 
	 Multi-component product
	 

	 II.B.1.2.a.
	 
	 
	 
	 
	 
	The nominated active component can be found in combination either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States
	 90 000

	 II.B.1.2.b.
	 
	 
	 
	 
	 
	The nominated active component (also) can be found as combination neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union.
	 90 000

	 II.B.1.3.
	 
	 
	 
	 
	Other
	 
	 
	 90 000

	 II.B.2.
	 
	 
	 
	 Type II
	 
	 
	 
	 

	 II.B.2.1.
	 
	 
	 
	 
	 Single-component product
	 

	 II.B.2.1.a.
	 
	 
	 
	 
	 
	The nominated active component can be found either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 18 000

	 II.B.2.1.b.
	 
	 
	 
	 
	 
	The nominated active component can be found neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union..
	 18 000

	 II.B.2.2.
	 
	 
	 
	 
	 Multi-component product
	 

	 II.B.2.2.a.
	 
	 
	 
	 
	 
	The nominated active component can be found in combination either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States
	 180 000

	 II.B.2.2.b.
	 
	 
	 
	 
	 
	The nominated active component (also) can be found as combination neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union.
	 180 000

	 II.B.2.3.
	 
	 
	 
	 
	Other
	 
	 
	 180 000

	 II.B.3.
	 
	 
	 
	Changes to an aspect of the labelling or the package leaflet and not connected with the summary of product characteristics[2005. year XCV. Decree, 10. § (2)
	 20 000

	 II.B.4.
	 
	 
	 
	Transfer of Marketing Authorisation from one holder to another.
	 100 000

	 II.B.5.
	 
	 
	 
	Change (adding/deletion) in pack size accepted during european procedure of the finish product in hungarian Marketing Authorisation.
	 100 000

	 II.B.6.
	 
	 
	 
	Change of existing marketing authorisation number to „global” marketing authorisation number  
	 100 000

	 II.B.7.
	 
	 
	 
	Change in clssification of the medicinal product
	 270 000

	 II.C.
	 
	 
	 Renewal of MA
	 

	 II.C.1.
	 
	 
	 
	 
	 Single-component product
	 

	 II.C.1.1.
	 
	 
	 
	 
	 
	 The nominated active component can be found either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 45 000

	 II.C.1.2.
	 
	 
	 
	 
	 
	 The nominated active component cannot be found either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States.
	 180 000

	 II.C.2.
	 
	 
	 
	 
	 Multi-component product
	 

	 II.C.2.1.
	 
	 
	 
	 
	 
	The nominated active component can be found in combination either in the European Pharmacopoeia or in  any other Pharamcopoeias used by the EU Member States
	 90 000

	 II.C.2.2.
	 
	 
	 
	 
	 
	The nominated active component (also) can be found as combination neither in the European Pharmacoeia nor in any other Pharmacopoeias used by the member states of the European Union.
	 350 000

	 II.C.3.
	 
	 
	 
	 
	 Other
	 
	 
	 350 000

	 II.D.
	 
	 
	 Annual Maintenance Fee of MA
	 

	 II.D.1.
	 
	 
	 
	 Single-component product
	 9 000

	 II.D.2.
	 
	 
	 
	 Multi-component product
	 45 000

	 II.E.
	 
	 
	 Withdrawal of MA
	 27 000

	 III.
	 Other Procedures
	 
	 
	 
	 
	 

	 III.A.
	Granting of parallel import licence 
	 
	 
	 
	 500 000

	 III.B.
	Modification of parallel import licence
	 
	 
	 180 000

	 III.B.1.
	 
	 Type IA-IB
	 
	 
	 
	 
	 180 000

	 III.B.2.
	 
	 Type II
	 
	 
	 
	 
	 270 000

	 III.C.
	Renewal of parallel import licence for 5 years  
	 
	 
	 250 000

	 III.D.
	 Maintenance of parallel import licence 
	 
	 
	 
	 180 000

	 III.E.
	Extension of expire date of certain manufacturing batches
	 
	 27 000

	 III.F.
	Granting permission for alteration from marketing authorization in case of certain manufacturing batches
	 27 000

	 III.G.
	 Clinical trial conducted with investigational medical product except for non-commercial trial pursuant to Section q) of Paragraph (1) of  Article 2 of Decree 35/2005 (VIII.26) of the Ministry of Health on the clinical trial of investigational medicinal products to be used on humans and on the application of the good clinical practice

	 

	 III.G.1.
	 
	Approval
	 
	 
	 
	 
	 450 000

	 III.G.2.
	 
	Modification in clinical trials 
	 
	 90 000

	 III.H.
	 Manufacturing licence
	 

	 III.H.1.
	 
	 On the spot inspection (per site)
	 
	 
	 450 000

	 III.H.2.
	 
	 Issuing manufacturing licence 
	 
	 
	 225 000

	 III.H.3.
	 
	 Modification of manufacturing licence Gyógyszergyártási engedély módosítása
	 
	 
	 90 000

	 III.I.
	 Wholesale licence
	 

	 III.I.1.
	 
	On the spot inspection (tper site)
	 
	 
	 360 000

	 III.I.2
	 
	Issuing wholesale licence 
	 
	 90 000

	 III.I.3.
	 
	 Modification of wholesale licence 
	 90 000

	 III.J.
	 Inspection of labs performing safety tests of investigational products regarding the aspects of GLP and issuing the relevant certificate 
	 382 500

	 III.K.
	 Issuing certificate of GMP compliance for products authorized in Hungary. Occasioanlly and by products
	 22 500

	 III.L.
	 Expert advice, consultation fee/hour
	 8 000

	 III.M.
	Swich to medical product category 
	 405 000


