The Institute for State Control of Veterinary Biologicals and Medicaments

Biovetská 34, 949 01 NITRA

METHODICAL INSTRUCTION No. 1/10
On the ground of the simplification of administrative fees refundation ISCVBM regulates  previous Methodical instruction No.2/09. The Methodical instruction No 2/09 replaces previous No. 2/09. The system of pre-application form submission is by new instruction rewoked.

The administrative fees are refund according  Act No. 145/1995 Coll. on administrative fees and its amendments and Act No. 362/2006 Coll. and Act No. 465/2008  Coll. amending and supplementing the Acts of the Ministry of Finance of the Slovak Republic in respect with euro changeover in the Slovak Republic. This Methodical Instruction No. 2/09 is effective since 1st January 2010 in accordance with Act and its amendments, according to which the procedure to apply for registration is as follows:

The applicant will send announcement via e-mail about intention to submit application according type of registration procedure  (authorisation, renewal, variation type I or II, extension,  withdraval) and ask for allocation of  variable symbol and  call on payment (form of the accounting document) for the purpose of administrative fee payment on the economic department (Mrs. Soňa Jánošíková, janosikova@uskvbl.sk).

The applicant will send by e-mail filled form Application for payment of administrative fee to (p. Soňa Jánošíková, janosikova@uskvbl.sk ). The form of application (F 137) is enclosed to the last page of this Methodical instruction No. 2/09.  
The applicant will send original application form by post  together with proof of payment and all authorisation requirements for the purpose of iniciation of authorisation procedure.
In case of need the applicant can ask for consultation with responsible persons before asking for allocation of variable symbol: 

MVDr. Marta Wagnerová (MRP,DCP), e-mail: wagnerova@uskvbl.sk
MVDr. Helena Kimleová (foreign pharmaceuticals- national authorisation ), e-mail: kimleova@uskvbl.sk
MVDr. Zuzana Feldmárová (Czech and Slovak pharmaceuticals and vaccines, foreign vaccines- national authorisation), feldmarova@uskvbl.sk 
Ing. Lenka Bábiková, PhD. (veterinary preparations and medical devices), e-mail klbikova@uskvbl.sk
MVDr. Judita Hederová (all types of applications), e-mail: hederova@uskvbl.sk
The administrative fee must be always refunded before submission of application according Act No. 140/1998 on Medicines and Medical devices, § 21a, section 4. 

Subsequently, the applicant submits the following:

- a proper application (completed, signed, stamped, all boxes relating to medicine registration      

  being   filled in)

- proof of  payment (bank account statement)

- registration dossier and other belongings according to application character

This application will be duly registered by “ISCVBM” and checked completness of application till 30 days (validation). Only after submitting a complete application, administrative procedure starts in accordance with Act No. 71/1967 Coll. in the wording of Act No. 215/2005 Coll. and Act No. 527/2003 Coll. on administrative procedure.
According Chapter 7 rev.  9.6  the fees are payable per bank transfer to: 

BANK NAME: State Treasury

Bank address: Radlinského ulica 32 
                       810 05 Bratislava 
                       Slovak Repubic

Bank code: 8180
Account number: 7000078109
Bank name (mediatory bank): Všeobecná úverová banka,a.s.  

SWIFT: SUBASKBX

Beneficiary´s account No: IBAN: SK 6081800000007000078109

Remittance Information: pmt title: 347

Receiver address:     Ústav štátnej kontroly veterinárnych biopreparátov a   

                                  liečiv, Biovetská 34, P.O.BOX 52/C, 949 01 Nitra, 
                                  Slovak Republic
                              attn.: MVDr.Hederová Judita
                              Remittance information: pmt title: 347
Invoice No.   - VS (variable symbol)  ……….
 Due to accurate identification of payment is requested to add to the information for recipient:
· Variable symbol

· Name of veterinary medicinal product or veterinary preparation

ISCVBM sends to applicant call letter for  payment  as accounting document (Charge for registration). 
 All other fees are paid in compliance with the given Act as follows:
Authorization of veterinary medicines 

NATIONAL MARKETING AUTHORIZATION

	1.
	Application for independent marketing authorization supported by complete experimental or literary data – veterinary medicines intended for more than two kinds of target animals
	€ 2489,50

(75 000 Sk)

	2.
	Application for independent marketing authorization supported by complete experimental or literary data – veterinary medicines intended for less than two kinds of target animals
	€1991,50

(60 000 Sk)

	3.
	Application for generic marketing authorization and marketing authorization with another holder's approval (informed consent)
	€1327,50

(40 000 Sk)

	4.
	Application for hybrid marketing authorization, i. e. generic marketing authorization with data beyond the terms of essential similarity
	€1659,50

(50 000 Sk)

	5.
	Application for marketing authorization of another potency or medicinal form, marketing authorization extension – veterinary medicines intended for more than two target kinds of animals
	€995,50

(30 000 Sk)

	6.
	Application for marketing authorization of another potency or medicinal form, marketing authorization extension – veterinary medicines intended for less than two target species of animals
	€663,50

(20 000 Sk)

	7.
	Application for renewal of marketing authorization validity extension of veterinary medicines excluding veterinary homeopathic medicines
	€995,50

(30 000 Sk)

	8.
	Application for variation to marketing authorization of a veterinary medicine of types IA and IB
	€99,50

(3 000 Sk)

	9.
	Application for variation to marketing authorization of a veterinary medicine of type II
	€663,50

(20 000 Sk)

	10.
	Shortening of the withdrawal period after an amendment to

the maximum residue limit issued by the Official Journal of the European Commission
	€663,50

(20 000 Sk)

	11.
	Application for the transfer of a marketing authorization
	€165,50

(5 000 Sk)

	12.
	Application for withdrawal of marketing authorization of veterinary medicine with further requirements
	€66

(2 000 SK)

	13. 
	Application for withdrawal of marketing authorization of veterinary medicine without further requirements
	Free of charge

	14.
	Application for marketing authorization of veterinary homeopathic medicine via a simplified procedure
	€497,50

(15 000 Sk)

	15.
	Application for marketing authorization of another potency/ other potencies or the medicinal form of a veterinary homeopathic medicine – marketing authorization extension
	€165,50

 (5 000 Sk)

	16.
	Variation of authorization of VMP on the basis of European Commission decisions
	Free of charge


MUTUAL RECOGNITION PROCEDURE  (MRP and DCP)

	1.
	Application for recognition of the decision on veterinary medicine marketing authorization issued by a competent authority of another member state (CMS)
	€1659,50

(50 000 Sk)

	2.
	Application for recognition of the decision on veterinary medicine marketing authorization with scientific literature reference issued by a competent authority of another member state (CMS)
	€1327,50

(40 000 Sk)

	3.
	Application for recognition of the decision on homeopathic veterinary medicine marketing authorization via a simplified procedure issued by a competent authority of another member state (CMS)
	€663,50

(20 000 Sk)

	4.
	Application for recognition of the decision on veterinary medicine marketing authorization with an informed consent of the holder of the decision on veterinary medicine registration, an application for veterinary medicine registration (line extension) (CMS)
	€995,50

(30 000 Sk)

	5.


	Application for mutual recognition of veterinary medicine marketing authorization if the Slovak Republic is a reference member state (RMS)
	€2655,50 

( 80 000 Sk)

	6.
	Application for recognition of veterinary medicine marketing authorization via a decentralised procedure if the Slovak Republic is a reference member state (RMS)
	€4979

(150 000 Sk)

	7.
	Application for mutual recognition of veterinary medicine marketing authorization with scientific literature reference if the Slovak Republic is a reference member state (RMS)
	€1991,50

(60 000 Sk)

	8.
	Application for mutual recognition of veterinary homeopathic 

medicine marketing authorization via a simplified procedure if the Slovak Republic is a reference member state (RMS)
	€995,50

(30 000 Sk)

	9.
	Application for mutual recognition of veterinary medicine marketing authorization with the holder's consent (line extension)

if the Slovak Republic is a reference member state (RMS)
	€1327,50

(40 000 Sk)

	10.
	Application for variation to marketing authorization of a veterinary medicine via mutual medicine registration recognition and decentralized procedure in a reference member state (types IA and IB) (RMS)
	€99,50

(3 000 Sk)

	11.
	Application for variation to veterinary medicine marketing authorization via mutual recognition and decentralized procedure issued by a competent authority of another member state (types IA and IB)  (CMS)
	€99,50

(3 000 Sk)

	12.
	Application for variation to marketing authorization of a veterinary medicine of type II via mutual recognition issued by a competent authority of another member state (CMS)
	€497,50

(15 000 Sk)

	13. 
	Application for variation to marketing authorization of a veterinary medicine of type II via decentralized procedure issued by a competent authority of another member state (CMS)
	€995,50

(30 000 Sk

	14.
	Application for renewal of marketing authorization of a veterinary medicinal product authorised via decentralized  or mutual recognition procedure
	€995,50

(30 000 Sk

	15.
	Application for the transfer of a veterinary medicinal product authorised via decentralized  or mutual recognition procedure
	€165,50

(5 000 Sk)


Note:

1) Application for witdrawal of veterinary medicine registration without further requirements is free of charge.

2) Amendment to registration conditioned by a European Commission Regulation is free of charge. 

Note:

In accordance with § 8 the administration fee falls due 15 days after delivering of the application of payment. If the administration fee is not paid administrative body will not commit the act and the legal proceedings will discontinue. You cannot appeal against the desicion for discontinuing the legal proceedings if the fee is not refunded.

All charges of the bank are paid by client.

APPROVAL OF VETERINARY PREPARATIONS AND VETERINARY MEDICAL DEVICES
Article 152 :
(Act No. 583/03 effective as of 1st January 2004)

r) Issue of the decision on veterinary preparation and veterinary medical device approval
...................................................................................................................€99,50  (3 000 Sk)                                                                                                                   

s) Issue of the decision on veterinary preparation and veterinary medicinal device variation and renewal............................................................................................... € 16,50 (500 Sk)

Date: 2.2.2010
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                       Application for payment  of administrative fee 
	Name and address of fee payer :
	

	Fee payer data (tel. number, fax number, e-mail):
	

	Name and address of marketing authorisation holder:
	

	Bank details of fee payer:
( Name of bank, account number, IBAN, SWIFT code, bank address)
	

	Name of veterinary medicinal product :
	

	Registration number ( registered products only):
	

	Type of application : registration, renewal, extension, variation, transfer,withdrawal (to introduce a type of registration  MRP, DCP, national)
	

	Introducing  the type of registration (MRP, DCP and national) has to be followed by information about which type of application is concerned (self standing, WEU, informed concent etc.)
	

	For MRP and DCP please specify number of procedure  :
	

	Type of variation, precise clasification of type : extension, transfer,  IA, IB, II with the  number of variation ( according valid legislation for nationally authorised  – Regulation no. 1084/2003 and for  MRP and DCP Regulation no. 1234/2008) 
	

	Short description of variation:
	

	Notes:

	


