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ÚSTAV ŠTÁTNEJ KONTROLY VETERINÁRNYCH BIOPREPARÁTOV A LIEČIV
Institute for State Control of Veterinary Biologicals and Medicaments 

TARIFF OF ADMINISTRATIVE FEES



METHODICAL INSTRUCTION No.1/16 rev. 02
                 
 
Administrative fees are paid for authorisation procedures and others (see below) according to the Act No. 145/1995 Coll. on administrative fees, as amended, according to the Act No. 465/2008 Coll. amending and supplementing the Acts of the Ministry of Finance of the Slovak Republic and according to the Act No. 362/2011 Coll. on Medicines and Medicinal devices, as amended. 

Due to the participation of ISCVBM in administrative module, we modify the procedure for submitting of applications for authorisation and other procedures as follows:

1. Fees for authorisation of veterinary medicinal products, renewal and variation

An applicant will send (CESP, by eudralink, CD by post …) a filled and signed electronic application form for marketing authorisation, renewal and variation, and a word form of application for transfer and withdrawal of marketing authorisation.

An applicant will attach documentation and other particulars (depending on the type of application).

Applications for authorisation procedure should be addressed to the coordinators:

Marta Wagnerová, DVM (MRP, DCP), e-mail: marta.wagnerova@uskvbl.sk
Jana Vargová, DVM (MRP, DCP), e-mail: jana.vargova@uskvbl.sk
Helena Kimleová, DVM (national procedures), e-mail: helena.kimleova@uskvbl.sk


Ms. Jánošíková from the Economic Department will issue an electronic invoice and send it to an e-mail address of the applicant or the payer of administrative fee.

The invoice is unique and is used to pay for the operation that is stated in the invoice. The payment information cannot be used for repeated operation.

The invoice will contain a variable symbol, an account number and a name of the operation.
Payment of the invoice can be done in several ways:
- by transfer to the account indicated in the invoice, including other payment instructions (variable, constant and specific symbol); variable symbol is the necessary data for the application processing,
- or by paying enclosed postal order at the Slovak Post Offices Inc..

It is not necessary to send payment confirmation to the ISCVBM; this information is automatically displayed upon payment of a fee in the central system of the Slovak Post Offices, Inc.

When you make payment by bank transfer it is necessary to specify the correct account number and variable symbol stated in the invoice.

It is necessary to follow strictly the due date specified in the invoice. When you make payment after the due date specified in the invoice, or when you enter an incorrect account number or variable symbol, the fee will be automatically refunded back. Administrative fees will be refunded back by the Slovak Post Offices, Inc.
For re-payment it is necessary to issue a new invoice, for which the client must request by sending an     e-mail to: sona.janosikova@uskvbl.sk.  If the amount of administrative fee is not paid by the due date stated in the invoice, it will be expired and it is necessary to issue a new invoice for re-payment.

When submitting an application it is necessary to indicate company registration number and the email address of the payer of administrative fee.


2. Fees for other services (which are not administrative ones and maintenance fees) will be paid against an invoice issued by Ms. Jánošiková, e-mail: sona.janosikova@uskvbl.sk , 00 421/37/6933524, or 00 421/37/6515507.


3. Fees for approval procedures 

[bookmark: _GoBack]Fees for issuing an authorisation on the approval, renewal and change to approved veterinary preparations and devices have to be paid by e - duty stamps by home - payers. 
In the case of a foreign payer Ms. Jánošíková in the Economic Department will issue an electronic invoice and send it to an email address of the payer of administrative fee stated in the application form. 

Applications for the approval procedure should to be addressed to: Mgr. Katarína Rajtarová, e-mail: katarina.rajtarova@uskvbl.sk
  

The service will be provided after the payment of funds to the account of the ISCVBM.

The pattern for the payment of an administrative fee is given on page 3.


In Nitra, 28th January, 2022
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ISCVBM                                                                                                                            F 153                                   			 
Application for administrative fee refund

	Application Ref. no. / File ID:

	

	Type of application:

	

	Name of the veterinary medicinal product in case of MA application:
	

	Specification of the content of the application:
	

	Name of the applicant:
	

	Address of the applicant:
	Street, P.O. BOX: 
	City, ZIP Code, country: 

	Contact person:
	

	Address of the contact person:
	
	Telephone:

	The amount paid in €:
	
	Date of payment:

	Reference number of the application:
	
	


	Applicant´s bank name:
	
	Address:

	Account number/bank code:
	
	IBAN:

	Swift address:
	
	

	Rationale for the requested refund:
	

	Source reference where the statement could be checked :
	



---------------------------------				---------------------------------
                Date				                   Applicant´s bank name and signature                                                                                                                          
                                                                                                                     Stamp

	Do not complete – for the ISCVBM ´s  internal use 

- Administrative fee refund is not in compliance with the § 10 of the Act on Administrative fees:

- Paid administrative fee, which is not mentioned in the price list or was paid by a person who is not a payer or administrative fee overpayment

I agree/disagree with refund of the amounts of: ………………………€
	
              Date 	                                          Name and signature of section manager		                                                         


Decision under the ref. No ................... issued on …………, the ISCVBM decided on 
a) completely refund of the administrative fee
b) partially refund of the administrative fee in an amount ……………
c) refusal of the application for the administrative fee refund

              Date                                                                     Name and signature of an economical section               
                                                                                                                        manager  



Tariff of administrative fees
effective from 28.01.2022 


Marketing authorisation of veterinary medicinal products:

a) ISSUE OF THE DECISION ON THE NATIONAL MARKETING AUTHORISATION OF THE VETERINARY MEDICINAL PRODUCT


	No.
	
	Sum  €

	1.
	Issue of a decision on the standing alone marketing authorisation of     a veterinary medicinal product based on complete experimental data
	3800 


	2.
	Issue of a marketing authorisation decision for a veterinary medicinal product with reference to bibliographic data
	3700 


	3.
	Issue of a marketing authorisation decision for a generic veterinary medicinal product
	2800

	4.
	Issue of a marketing authorisation decision for a veterinary medicinal product with reference to informed consent
	
2400 

	5.
	Issue of a marketing authorisation decision for a hybrid and combined veterinary medicinal product
	3600


	6.
	Issue of a marketing authorisation decision for a veterinary medicinal product with a new combination of active substances
	3800


	7.
	Issue of a marketing authorisation decision for a homeopathic     veterinary medicinal product under the simplified procedure
	1200

	8.
	Issue of a marketing authorisation decision for a traditional herbal veterinary medicinal product
	1200   

	9.
	Issue of a marketing authorisation decision for a veterinary medicinal product for pets
	1500

	10.
	Issue of a marketing authorisation decision for a veterinary medicinal product on a limited market
	1300


	11.

	Issue of a marketing authorisation decision for a veterinary medicinal product in exceptional circumstances
	1300


	12.
	Issue of a decision on the renewal of the marketing authorisation of     a veterinary medicinal product
	1200 

	13.
	Issue of a decision on the renewal of the marketing authorisation of     a veterinary medicinal product on a limited market
	700

	14.
	Issue of a decision on the renewal of the marketing authorisation of     a veterinary medicinal product in exceptional circumstances
	400




b) ISSUE OF A DECISION ON THE MARKETING AUTHORIZATION OF A VETERINARY MEDICINAL PRODUCT BY A DECENTRALIZED PROCEDURE OR A MUTUAL RECOGNITION PROCEDURE IF THE SLOVAK REPUBLIC IS NOT A REFERENCE MEMBER STATE


	No.
	
	Sum €

	1.
	Issue of a decision on standing alone marketing authorisation of            a veterinary medicinal product by decentralized procedure or mutual recognition procedure, if the Slovak Republic is not the reference Member State, based on complete experimental data
	2400 


	2.
	Issue of a decision on the marketing authorisation of a veterinary medicinal product by decentralized procedure or the mutual recognition procedure, if the Slovak Republic is not the reference Member State, with reference to bibliographic data
	2100

	3.
	Issue of a decision on the marketing authorisation of a generic veterinary medicinal product by the decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State
	1900 


	4.
	Issue of a decision on the marketing authorisation of a hybrid and combined veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State
	2300 


	5.
	Issue of a decision on the marketing authorisation of a veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State with a new combination of active substances
	2300


	6.
	Issue of a decision on the marketing authorisation of a veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State with a reference to informed consent
	1300


	7.
	Issue of a decision on the marketing authorisation for a homeopathic veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State under the simplified procedure
	 1000 


	8.
	Issue of a decision on the on the renewal of the marketing authorisation of a veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is not the reference Member State
	 1200





c) ISSUE OF A DECISION ON THE MARKETING AUTHORIZATION OF A VETERINARY MEDICINAL PRODUCT BY A DECENTRALIZED PROCEDURE OR A MUTUAL RECOGNITION PROCEDURE IF THE SLOVAK REPUBLIC IS THE REFERENCE MEMBER STATE


	No.
	
	Sum €

	1.
	Issue of a decision on standing alone marketing authorisation of            a veterinary medicinal product by decentralized procedure or the mutual recognition procedure, if the Slovak Republic is the reference Member State based on complete experimental data
	 5500


	2.
	Issue of a decision on the marketing authorisation of a veterinary medicinal product by decentralized procedure or the mutual recognition procedure, if the Slovak Republic is the reference Member State with reference to bibliographic data
	 5000

	3.
	Issue of a decision on the marketing authorisation of a generic veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is the reference Member State
	  4800 


	4.
	Issue of a decision on the marketing authorisation of a hybrid and combined veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is  the reference Member State
	  5400


	5.
	Issue of a decision on the marketing authorisation of veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is the reference Member State with a new combination of active substances
	 5300


	6.
	Issue of a decision on the marketing authorisation of veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is the reference Member State with a reference to informed consent
	 3800


	7.
	Issue of a decision on the marketing authorisation of  a homeopathic veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is the reference Member State under the simplified procedure
	 2000 


	8.
	Issue of a decision on the renewal of the marketing authorisation of     a veterinary medicinal product by decentralized procedure or the mutual recognition procedure if the Slovak Republic is a reference Member State
	 1500





d) APPLICATIONS FOR VARIATION OF A MARKETING AUTHORISATION REQUIRING AN ASSESSMENT


	No.
	
	Sum €

	1.
	Issue of a decision on the variation of national marketing authorisation for a veterinary medicinal product requiring an assessment
	2000


	2.
	Issue of a decision on the variation of the marketing authorisation of    a veterinary medicinal product authorised by  decentralized procedure or the mutual recognition procedure, if the Slovak Republic is not          the reference Member State that requires assessment
	1000

	3.
	Issue of a decision on the variation of the marketing authorisation of    a veterinary medicinal product authorised by  decentralized procedure or the mutual recognition procedure, if the Slovak Republic is                 the reference Member State that requires assessment
	  2500 


	4.
	Issue of a decision on the transfer of the marketing authorisation of      a veterinary medicinal product to another holder
	 200


	5.
	Issue of a decision to suspend the marketing authorisation of                  a veterinary medicinal product
	200





OTHER ACTIONS ACCORDING TO THE TARIFF OF ADMINISTRATIVE FEES 


e) APPLICATION FOR AUTHORISATION OF A CLINICAL TRIAL


	No.
	
	Sum €

	1.
	Issue of an authorisation for clinical trials of veterinary medicinal products
	350

	2.
	Issue of an authorisation to change a clinical trial of veterinary medicinal products on the basis of a previous authorisation
	150




f) APPLICATION FOR AUTHORISATION TO IMPORT AND USE AN UNAUTHORISED VETERINARY MEDICINAL PRODUCT


	No.
	
	Sum €

	1.
	Issue of an authorisation for a veterinary medicinal product authorised in another Member State
	 50


	2.
	Issue of an authorisation for an immunological veterinary medicinal product which is not authorised in another Member State
	100

	3.
	Issue of an authorisation for an immunological veterinary medicinal product - autogenous veterinary vaccine
	 100 


	4.
	Issue of an authorisation for a veterinary medicinal product intended for research and development
	 30

	5.
	Issue of an authorisation to change the import and use of an unauthorised veterinary medicinal product
	 30





g) APPLICATION FOR A PARALLEL TRADE AUTHORISATION OF AN AUTHORISED VETERINARY MEDICINAL PRODUCT


	No.
	
	Sum €

	1.
	Issue of a parallel trade authorisation for a veterinary medicinal product
	180

	2.
	Issue of an authorisation to grant an exemption for the import of a small quantity of a veterinary medicinal product in another language or for the modification of the outer packaging, inner packaging and package  leaflet
	100

	3.
	Issue of an authorisation for the sale of a veterinary medicinal product after the withdrawal of the marketing authorisation of the veterinary medicinal product
	 100 


	4.
	Issue of an authorisation to grant an exemption for the sale of a veterinary medicinal product without withdrawal of the marketing authorisation (for each strength and pharmaceutical form separately), including permission to re-label the outer and inner packaging
	  50


	5.
	Issue of a certificate at the request of the manufacturer or exporter of veterinary medicinal products or the authorities of the importing third country
	  30




h) APPLICATION FOR APPROVAL OF A VETERINARY PREPARATION AND NOTIFICATION OF THE PLACING ON THE MARKET OF A VETERINARY TECHNICAL DEVICE


	No.
	
	Sum €

	1.
	Issue of a decision on the approval of a veterinary preparation
	200

	2.
	Issue of a decision on the validity extension of the decision on the approval of a veterinary preparation
	150

	3.
	Issue of a decision approving the change of data and facts stated in the decision on the approval of the veterinary preparation
	100 


	4.
	Notification of the placing on the market of a veterinary technical device
	100


i) APPLICATION FOR AUTHORISATION OF A CLINICAL TRIAL OF VETERINARY MEDICINAL PRODUCT AND VETERINARY TECHNICAL DEVICE
   

	No.
	
	Sum €

	1.
	Issue of an authorisation of a clinical trial of a veterinary preparation and a veterinary technical device
	150


	2.
	Issue of an authorisation to change a clinical trial of a veterinary preparation and a veterinary technical device
	100




j) APPLICATION FOR AUTHORISATION FOR THE HANDLING AND MANIPULATION OF VETERINARY MEDICINAL PRODUCTS AND FOR THE HANDLING OR MANIPULATION OF MEDICAL DEVICES AND SUPPLIES UNDER SPECIAL REGULATION


	No.
	
	Sum €

	1.a
	Issue of an authorisation based on application for the handling or manipulation of veterinary medicinal products and for the handling and manipulation of medical devices or supplies under special regulation for natural person
	100


	1.b
	Issue of an authorisation based on application for the handling or manipulation of veterinary medicinal products and for the handling and manipulation of medical devices or supplies under special regulation for legal person
	250


	2.a
	Change in the authorisation for the handling or manipulation of veterinary medicinal products for natural person
	20


	2.b
	Change in the authorisation for the handling or manipulation of veterinary medicinal products for legal person
	30





k) NOTIFICATION OF MANUFACTURE, IMPORT OR DISTRIBUTION OF AN ACTIVE SUBSTANCE


	No.
	
	Sum €

	1.
	Notification of manufacture, import or distribution of an active substance
	100





l) APPLICATION FOR AUTHORISATION OF MANUFACTURE OF VETERINARY PREPARATION


	No.
	
	Sum €

	1.
	Issue of an authorisation based on application of the manufacturer of the veterinary preparation for a manufacture of the veterinary preparation
	30


	2.
	Issue of an authorisation based on application of the manufacturer of the veterinary preparation for a change in the manufacturing authorisation of the veterinary preparation
	30





Note
The fee for the applications referred to in points (a) to (l) must be paid no later than 21 days from the date of submitting of the application, otherwise the proceedings shall be terminated.


Exemption
There is no charge for cancelling a veterinary medicinal product authorisation without further requirements
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