Javna agencija Republike Slovenije za zdravila in medicinske pripomočke

Agency for Medicinal Products and Medical Devices of the Republic of Slovenia
Ptujska ulica 21, 1000 LJUBLJANA, Slovenija, Telefon: +386 (0)1 3003 700, FAX: +386 (0)1 3003 701

Date: June 28, 2007 
Fees for Marketing Authorisation Applications

in the Republic of Slovenia

· Medicinal Products for human use 

· Traditional herbal medicinal products

· Homeopathic medicinal products

Published national rules
· Rules on fees (Official Gazette of the Republic of Slovenia, no. 3/2007, available on website: http://www.jazmp.si)

· Act on Administrative fees (Official Gazette of the Republic of Slovenia, no. 138/2006)

Application fees payable to
Bank name: Banka Slovenije

Branch address: Slovenska 35

Town/City: Ljubljana

Post code: 1505

Account number: 01100-6000020296

Ref. No: 00 760002-400 (Application fees for medicinal products for human use; if the payment is made in Slovenia)

Ref. No: 00 760002-402 (Annual fees for medicinal products for human use; if the payment is made in Slovenia)
Ref. No: 00 760102-400 (Application fees for medicinal products for human use; if the payment is made from abroad)

Ref. No: 00 760102-402 (Annual fees for medicinal products for human use; if the payment is made from abroad)

IBAN: SI56011006000020296

SWIFT code: BSLJSI2X 

Administrative fees

Administrative fees should be paid by means of revenue stamps (fee stamps) attached to the cover letter. Calculation for the sum which depends also on the number of presentations which are applied for is: 3.55 Eur + X (No. of different presentations: pharmaceutical forms, strengths and pack sizes) x 14.18 Eur. The same rule applies for renewals and variations, if the application requires change of Marketing authorisation decision, SPC, PIL or Labelling. If the minor variation does not require change of the Marketing authorisation decision, SPC, PIL or Labelling, then administrative fee is 3.55 Eur.
Administrative fees can also be paid to:

Bank name: Banka Slovenije

Branch address: Slovenska 35

Town/City: Ljubljana

Post code: 1505

Account number: 01100-1000315637 

Ref. No.: 11 27650-7111002

IBAN: SI56011001000315637

SWIFT code: BSLJSI2X

Method of payment

Fees have to be paid prior to submission of the application, in Euros.

On the payment it should be stated

· the purpose of the payment (application for MRP/DCP xxx) 
· the claimant (Agency for Medicinal Products and Medical Devices of the Republic of Slovenia = JAZMP).

I. Medicinal Products for human use
	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP)
	RS as RMS (DP)

	Art. 8(3);

Art. 10b of Directive 2001/83/EC
	· 320 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 50 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 500 points could be paid beside basic fee).
	· 320 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 80 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 400 points could be paid beside basic fee).
	· 5290 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).


	· 6350 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).



	Art. 10a of Directive 2001/83/EC
	· 280 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 50 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 500 points could be paid beside basic fee).
	· 280 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 80 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 400 points could be paid beside basic fee).
	· 4120 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).


	· 4950 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).



	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP)
	RS as RMS (DCP)

	Art. 10(1), Article 10(3)  
	· 260 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 50 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 500 points could be paid beside basic fee).
	· 260 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 80 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 400 points could be paid beside basic fee).
	· 4230 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).


	· 5080 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).



	Art. 10c of Directive 2001/83/EC
	· 200 basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 50 points for each additional presentation of a strength and pharm. form

· Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 500 points could be paid beside basic fee).
	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 80 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

· Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 400 points could be paid beside basic fee).
	· 3170 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

· Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).
	· 3800 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

· Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 8820 points could be paid beside basic fee).


	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP/DP)

	Line Extension (in accordance with Annex II to Commission Regulation (EC) 1084/2003
	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form


	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form


	· 2350 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 530 points for each additional presentation of a strength and pharm. form

	Type IA and IB Variation
	· 50 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 20 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 300 points could be paid beside basic fee).
	· 50 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 20 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 250 points could be paid beside basic fee).
	· 660 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 250 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 5000 points could be paid beside basic fee).



	Type II Variation
	· 70 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 30 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 300 points could be paid beside basic fee).
	· 70 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 30 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 250 points could be paid beside basic fee).
	· 930 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 400 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 5000 points could be paid beside basic fee).



	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP/DP)

	Renewal
	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 50 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 300 points could be paid beside basic fee).


	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 50 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 300 points could be paid beside basic fee).


	· 2350 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 500 points for each additional strength and/or pharmaceutical form

· + 300 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 3000 points could be paid beside basic fee).




II. Traditional herbal medicinal products
	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP)
	RS as RMS (DP)

	Art. 16a of Directive 2001/83/EC
and

Art. 36 of Medical Products Act
	· 240 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 100 points for each additional strength and/or pharmaceutical form

· + 40 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 400 points could be paid beside basic fee).
	· 180 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 80 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 300 points could be paid beside basic fee).
	· 3800 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 6000 points could be paid beside basic fee).


	· 4000 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 1750 points for each additional strength and/or pharmaceutical form

· + 400 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 6000 points could be paid beside basic fee).




	Type IA and IB Variation
	· 50 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 20 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 300 points could be paid beside basic fee).
	· 50 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 20 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 250 points could be paid beside basic fee).
	· 660 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 250 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 5000 points could be paid beside basic fee).

	Type II Variation
	· 70 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 30 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strength in one application, the limit of 300 points could be paid beside basic fee).
	· 70 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 30 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 250 points could be paid beside basic fee).
	· 930 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 400 points for each additional strength and/or pharmaceutical form

Note: In case there are additional pharmaceutical forms and strengths in one application, the limit of 5000 points could be paid beside basic fee).

	Renewal
	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 50 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 300 points could be paid beside basic fee).
	· 200 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 50 points for each additional strength and/or pharmaceutical form

· + 30 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 300 points could be paid beside basic fee).
	· 2350 points basic fee (1 strength associated with 1 pharmaceutical form)

· + 500 points for each additional strength and/or pharmaceutical form

· + 300 points for each additional presentation of a strength and pharm. form

Note: In case there are additional pharmaceutical forms, strengths and presentations in one application, the limit of 3000 points could be paid beside basic fee).


III. Homeopathic medicinal products
	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP)
	RS as RMS (DP)

	Art. 14 of Directive 2001/83/EC
and

Art. 14 of Medical Products Act
	· 180 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form) 

· 230 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)

· + 60 points for each additional pharmaceutical form


	· 50 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 60 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)

· + 20 points for each additional pharmaceutical form


	· 4000 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)

· 4400 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
· + 1750 points for each additional pharmaceutical form


	· 4000 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 4400 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)

· + 1750 points for each additional pharmaceutical form




	Type of application
	National procedure
	RS as CMS (MRP/DP)
	RS as RMS (MRP/DP)

	Type IA and IB Variation
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
· Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
· Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 1000 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 1000 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 3000 points could be paid beside basic fee).

	Type II Variation
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 1000 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 1000 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 3000 points could be paid beside basic fee).

	Renewal
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 30 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 30 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 300 points could be paid beside basic fee).
	· 1000 points basic fee (for homeopathic medicines with up to 3 homeopathic principles, associated with 1  pharmaceutical form)
· 1000 points basic fee (for homeopathic medicines with more than 3 homeopathic principles associated with 1 pharmaceutical form)
Note: In case there are additional pharmaceutical forms in one application, the limit of 3000 points could be paid beside basic fee).


Please notice that 1 point is 5 Eur.  
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