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1. Introduction
This is a revised guideline ÚSKVBL/UST- 4/2008/Rev. 5. The reason of this revision is update of expert activities carried out in the competency of Institute for State Control of Veterinary Biologicals and Medicines. 
The main changes compare to existing version of the guideline relate to the Annex 2: Price list of costs reimbursement for expert activities carried out in the competency of the USKVBL - Price list for the reimbursements of costs of laboratory analyses of medicinal products and excipients conducted within the competency of the USKVBL: Microbiological and biological tests,  new items 51, 52 and 53. In the section 
Re-testing of a batch of immunological veterinary medicinal products,  new items have been added - OC - 08, OC - 09 and OC - 10.
2. Aim and scope
Objective of this instruction is to provide thorough and transparent instructions for remittance of all types of fees and payments required by relevant provisions of Act on Pharmaceuticals and consequent legislative to all the regulated subjects,    

This guideline includes the rules for remittance of: 

· Administrative fees,



According to the Act No 634/2004 on administrative fees, as last amended, administrative procedures regulated by the Act on Pharmaceuticals are subject to the administrative fees. The rules for a payment of the administrative fees are included in the Act No 634/2004. Amounts of the administrative fees are involved in the annex of that Act (in the „scale of fees“). List of the administrative fees for activities carried out by the USKVBL are included in this guideline.

· Payments of the costs of expert activities carried out on request and the other expert activities set by the Act on Pharmaceuticals that are in the competency of the USKVBL,


According to the § 112 of the Act on Pharmaceuticals the USKVBL collects costs for expert activities carried out on request and the other expert activities set by the Act on Pharmaceuticals. List of the activities that are subject to the costs payments, amount of the costs and rules for the costs reduction or waiver are involved in the Regulation No 427/2008. A specification of the expert activities that are in the competency of the USKVBL and costs for its performing are included in the Annex 2 of this guideline.

· Costs for the activities carried out by the USKVBL associated with duration of the veterinary medicinal products marketing authorisation (annual maintenance fee). 

According to the § 112 (2) of the Act on Pharmaceuticals a marketing authorisation holder is required to pay for costs for the activities carried out by the USKVBL associated with duration of the veterinary medicinal products marketing authorisation through annual maintenance fees. A marketing authorisation holder has to pay the annual maintenance fee for an on-coming year by the end of a calendar year. Amount of the annual maintenance fee is included in the Annex 2 of this guideline. 

3. References and related documents
Act No. 378/2007 Sb., on Pharmaceuticals, as amended 

Regulation No. 427/2008 Sb., on fixing of amounts charged for remittance for expert activities carried out in the competency of State Institute for Drug Control (SÚKL) and Institute for State Control of Veterinary Biologicals and Medicines (ÚSKVBL) and subsequent amendments.

Act No. 634/2004 Sb., on Administrative fees

Act No. 500/2004 Sb., Administrative Procedure Code 

Commission Regulation (EC) No 1234/2008 concerning the examination of variation to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products, as amended

4. Administrative fees payments
4.1 Procedure to be applied in the payment of administrative fees
The following applications are subject to the administrative fees payment: 

	Procedure
	CZK
	Note

	Item 97

	Application for
	
	

	-
marketing authorisation of a veterinary medicinal product including homeopathic products
	2000,-
	

	-
variation to a marketing authorisation type II, type IA/IB notification  of a veterinary medicinal product, including homeopathic products
	2000,-
	

	-
renewal of MA of a veterinary medicinal product including homeopathic products
	2000,-
	

	Transfer of MA of a veterinary medicinal product including homeopathic products
	2000,-
	

	Application for parallel import of a veterinary medicinal product, including homeopathic products
	2000,-
	

	Withdrawal of MA of a veterinary medicinal product including homeopathic products
	1000,-
	

	Item 98

	Application for
	
	

	-
manufacturing authorisation or variation to a manufacturing authorisation of veterinary medicinal products, including medicated feeding stuffs and veterinary autogenous vaccines
	2000,-
	

	-
authorisation of Control laboratory or variation of the authorisation
	2000,-
	

	Item 99

	Application for
	
	

	-
authorisation for distribution or change of an authorisation 
for distribution of veterinary medicinal products
	2000,-
	

	-
extension of an authorisation for distribution
	2000,-
	

	Provision of a counterpart, copy, photocopy, or excerpt from official files, registries, registers, records, files and documents 
or any other written or picture materials, or notice of a negative finding.
	50,-
	For each page, incl. incomplete pages

	Provision of a counterpart, copy, photocopy, or excerpt from official files, registries, registers, records, files and documents 
or any other written or picture materials, or notice of a negative finding.
	40,-
	On a provided diskette

	Provision of a counterpart, copy, photocopy, or excerpt from official files, registries, registers, records, files and documents 
or any other written or picture materials, or notice of a negative finding.
	80,-
	On a provided CD or ZIP

	Provision of a counterpart, copy, photocopy, or excerpt from official files, registries, registers, records, files and documents 
or any other written or picture materials, or notice of a negative finding.
	15,-
	For each page, incl. incomplete pages, 
if made using a photocopier or a PC printer


The administrative fees are paid through a stamp of the relevant value stuck to the form which is submitted with each application form and which is stated in Annex 1. As the stamps are not available in the USKVBL register office applicants shall buy it in advance.  Exceptionally, the administrative fees can be paid at the bank account 
of Česká národní banka, if the payment comes from abroad. 

In such case, use the instructions from article 5.3 of this manual, with only one difference: two digit entry (Operation code) replace by two digit Item number (97, 98 or 99) from the above table.
USKVBL details for bank transfers of administrative fee payments:

	Bank name
	Česká národní banka (ČNB) - pobočka Brno

	Bank address
	Rooseveltova 18

631 32, Brno
Czech Republic

	Account number
	19-31229641

	Bank code
	0710

	IBAN code
	CZ98 0710 0000 1900 3122 9641

	BIC (originally Swift code)
	CNBACZPP

	Constant symbol
	1148

	Variable symbol
	Generated by the below specified procedure

	Payment title
	355 - Research and development


4.2. Administrative fee refunds
Paid administrative fees may be refunded only for reasons stipulated by the Act on Administrative Fees (§ 7).

If any of the statutory reasons for administrative fee refund arises, and the applicant submits a request for refund, ICVBM shall decide about this request in compliance with Act No 337/1992 Coll., on the Administration of Taxes and Levies, as amended.

The request should be filed using the “Application for administrative fee refund” form (Annex 4).
5. Reimbursement of costs of expert activities
5.1. Procedure to be applied to the reimbursements of costs of expert activities carried out on request
According to the § 112 of the Act on Pharmaceuticals the USKVBL collects costs for expert activities carried out in the competency of the USKVBL. Payment of costs is performed prior the submission via a bank transfer to the Česká národní banka bank account in the amount stated in the USKVBL price list (see Annex 2). A proof of payment should be submitted as part of an application.
USKVBL details for bank transfers for the reimbursement of costs for expert activities:

	Bank name
	Česká národní banka (ČNB) - pobočka Brno

	Bank address
	Rooseveltova 18

631 32, Brno

Czech Republic

	Account number
	35-31229641

	Bank code
	0710

	IBAN code
	CZ 76 0710 0000 3500 3122 9641

	BIC (originally Swift code)
	CNBACZPP

	Constant symbol
	1148

	Variable symbol
	Generated by the below specified procedure

	Payment title
	355 - Research and development


In order to simplify assignment of particular payments to appropriate applications, we use a unique variable symbol, generated for each category of applications by process described below.

We also recommend that you note a name of the product to which the payment relates when making a payment order to the bank. If it is a grouped application for several marketing authorisations, the name of the product that is in the application at first position shall be indicated.

Act on Pharmaceuticals makes it possible to collect reimbursements beforehand. Document, confirming the payment (account statement) will the applicant attach to the application.

The document “Proof of payment of the costs for expert activities carried out in the competency of      USKVBL” completed in advance in two copies must be included to all applications for expert activities, for which you pay the cost (see Annex 3 of this guideline). 

If the applicant does not submit the required documents the application will be considered as incomplete.
After the identification of payment to above mentioned USKVBL account, the applicant will receive one confirmed copy of the document enclosed with the application for the taxation purposes.

If the application is submitted in the beginning of the year it is not advisable to make the payment in the previous year due to payment reconciliation with accounting records. 

Applicants are advised that when making the administrative fee payment or reimbursement the costs by bank transfer it is necessary to make the payment in a manner ensuring that the full amount specified in the USKVBL price list (Annex 2) is transferred to the USKVBL 's bank account (the amount is specified on the ”Proof of payment of the costs for expert activities carried out in the competency of USKVBL” form (Annex 3) with respect to the type of application or on the “ Proof of payment of administrative fees“ form (Annex 1) and with the correct variable symbol. For this purpose it is necessary to specify on the payment order the symbol “OUR”. Any fees associated with the transfer are paid by the applicant.

Should an amount lower than that specified by the USKVBL price list be transferred to the USKVBL 's bank account (e.g. because the bank has deducted processing fees from the amount), the reimbursement of costs shall not be considered paid until additional payment of the outstanding amount as per the pricelist is made.

Each payment must be done individually so it can be clearly identified. That is why it is not possible to pay more reimbursements of costs (for more applications) in one sum payment. 

The reason for this is that the USKVBL need to work with each application individually so that in case of payment problems with one application, the other applications are not blocked.
Unused payments, payments send by mistake, or overpayments of one application, can’t be used to pay for another application. In case of overpayment, mistaken payment or unused payment the applicant will apply for refund, using form in annex 5 and such payments will be reimbursed.

In case of grouping of variations of one or more marketing authorisations owned by the same marketing authorisation holder in one application, shall the applicant pay one summary amount for all the variations requested in the application.

Please note, that when making the payment, it is necessary to transfer the appropriate payment type to the corresponding account in proper amount.

Costs of expert activities for both the mutual recognition and decentralised procedures when the Czech Republic plays the role of a concerned Member state are identical.
The price list for international procedures is also applied to a reimbursement of costs in the case of purely national marketing authorisations, which are involved in international work-sharing procedures according to the Commission Regulation (EC) 1234/2008, as amended. 

This guideline in both Czech and English versions is available in the USKVBL website - www.uskvbl.cz
5.2 Reimbursement of costs of another expert activities - additional payments within pending marketing authorisation procedures
According to the price list of costs reimbursement (see the Annex 2 of this guideline) the USKVBL collects costs for other expert activities that are carried out only unless submitted applications contain data and documentation (dossier) that meet current requirements. 

These rules apply to applications for a new marketing authorisation, a renewal of the marketing authorisation and a variation to the terms of the marketing authorisation type II submitted nationally and applications for the marketing authorisation performed by the mutual recognition /decentralised procedure where the Czech Republic plays the role of the reference Member state. 

The additional payment can be requested just ones within particular procedure even if in some cases additional data are required several times. The exception is the situation, when requested additional data is especially large and thus requires another assessment. In these exceptional cases may USKVBL request repeated reimbursement of costs.

A request for reimbursement of additional cost together with in advance generated variable symbol is in most cases included in the first request for completion of application regarding the content of the dossier addressed to an applicant/MA holder (it is not included in the request for additional data relating to a validation process of the application) where there is a due period for application completion set at 180 days. A proof of the additional payment shall be submitted together with the required additional data. In the cover letter please state reference number under which the application is filled by USKVBL.  
5.3. How to obtain the variable symbol for the payment:
The variable symbol differs in the following cases 

· of applications regarding activities connected with marketing authorisation(MA) of veterinary medicinal products (see Annex 2, section MA) and 

· applications regarding inspection, lab activities, clinical trials or general activities (see Annex 2, section GENERAL, INSPECTION, LABORATORY ANALYSIS, BATCH RELEASE AND CLINICAL TRIALS).

In cases of MA regarding activities in the field of veterinary medicinal products MA the applicant will receive the variable symbol through the following procedure:

· The variable symbol has ten positions, 

· First position of the variable symbol is 1 (MA activities)

· The next two positions of the variable symbol are the code of the task (see Annex 2 - code for VarS) - e.g. 10 - requirement of a major variation (variation of Type II), if the code of the task has several variants (e.g. 17a, 17b, 17c) the basic code should be used for variable symbol only (e.g. 17); in case of grouped variations submitted on one application a code of a major variation should be used.  

· The following four positions are the middle part of the MA number of the product. In case of product that have not yet been authorised (e.g. MA application form) there are four noughts; the number always has four positions, so for example for the product registered as 96/047/01-C the symbol will be 0047 (see the model below); in case of grouped variations relating to more than one marketing authorisation of one holder the middle part of the MA number of the product which is first scheduled in the list of product concerned by the variation should be used.  

· The next position represents the serial number of the application - it is usually 1. In case the applicant pays for more applications in one month and they all are concerned with the same task and product, the payments are marked with a continuously rising number (e.g. the first payment of a major variation of a MA product A in May means putting in the symbol of 1, the next payment of a major variation of a MA product A in May means putting in the symbol of 2 etc.; if there are more than 9 variations for the case of the payment of the same task the payment in one calendar month for the same product must be done in the  following month (in the example shown below there is a number 2, which means that the applicant pays in May - 05 - for the product registered under a registration number - 0047 - a second application for a major variation - 110.
· The final two positions of the variable symbol show the month of payment.

	MA area
	Action code
	MA number - middle part
	Serial payment number
	Month of payment


	1
	0
	9
	0
	0
	4
	7
	2
	0
	5


In cases of applications regarding activities in the area of INSPECTION, LAB ANALYSIS, BATCH RELEASE, CLINICAL TRIALS AND GENERAL ACTIVITIES THE APPLICANT WILL OBTAIN THE VARIABLE SYMBOL THROUGH THE FOLLOWING PROCEDURE:

· The variable symbol has nine positions,

· First position of the variable symbol for activities in the area of 

· INSPECTION is 2, in the area of 

· LAB ANALYSIS, BATCH RELEASE it is 3, in the area of

· CLINICAL TRIALS it is 4 and in the area of 

· GENERAL ACTIVITIES it is 5.

· The next two positions of the variable symbol are the task code (see Annex 2 - code for VarS) - Annex 04 in the area of  INSPECTION - MA for a veterinary product with the inspection at the site of production - for sterile veterinary medicinal products - one pharmaceutical form that differs in terms of manufacture or one production unit-line in one manufacturing site (national authorisation for manufacturers in CZ); if the code of the task has several variants (e.g. 35a, 35b) the basic code should be used for variable symbol only 
(e.g. 35);
· The following four positions represent day (01 - 31) and month (01-12) of payment (for example for a payment made on April 3, the symbol will be 0304) 

· The next two positions are the year of payment (e.g. for  2009 the symbol is 09) 
In the model shown below the variable symbol for payment of costs connected with manufacturing authorisation of veterinary medicinal product with inspection at the manufacturing site is shown - for sterile veterinary medicinal products - one pharmaceutical form different in terms of manufacture or one production unit - line at one production site (national authorisation for manufacturers in CZ), made on October 4, 2009: 

	Area – INS-2, LAB-3, CLIN-4, GEN- 5
	Action code
	Day + month of the payment
	Year of the payment


	2
	0
	4
	0
	4
	1
	0
	0
	9


In case of applications requesting inspection GMP in a third country*, an amount corresponding with the required type of inspection in the price list (Annex 2.) is paid first and an agreement is written with the applicant of paying the travel costs of the inspector which are:

· Air fairs to the closest place in the economy class in Europe and in business class in non-European flights,

· Paying hotel accommodation cost of a standard category for the necessary number of days,

· Cost connected with the stay and local transport in the day limit given by the implementing regulation 
of Act nr. 119/1992 Coll., of business travel costs, as last amended. The arrival of the inspector at the place of inspection is usually expected to be the day before the inspection and the departure is the last day of the inspection or the following day.

In case of applications for laboratory analyses, the applicant shall indicate the control specifications and procedures (Pharmacopoeia monograph, MA dossier), according to which the analyses should be carried out 
or the particular control methods. The cost that the applicant calculates on the basis of the sum of relevant items (type of analyses) as listed in the price list of the USKVBL will be paid by the applicant in advance. The applicant submits the list of individual items together with the application. In case of special controlling methods requiring buying reference substances or expensive chemicals or kits, with the USKVBL cost being higher than the items 
of the price list, the USKVBL will inform the applicant immediately after submitting the application and inform them about the amount of the additional costs. The analyses will be carried out after those costs have been agreed on by the applicant.
5.4 Refunds of reimbursed costs
According to the § 112 (4) of the Act on Pharmaceuticals the USKVBL shall refund the reimbursed costs on the basis of a signed application sent to the USKVBL. 

This application form is provided in Annex 5 of this guideline.

The USKVBL shall completely or partially refund the reimbursed costs to the applicant where one of the following cases is concerned:

a) if the applicant has reimbursed part of the costs without being obliged to, the USKVBL shall fully refund the reimbursed costs;

b) if the procedure or the activity requested has not been initiated at all, the USKVBL shall fully refund the reimbursed costs;

c) if the applicant has paid an amount exceeding the amount specified in the USKVBL price list, the USKVBL shall refund the difference of these two amounts;

d) if the applicant made the payment and then the USKVBL has, on the basis of the applicant's retrospective application, waived the payment, the USKVBL shall fully refund the reimbursement;

e) if, upon request of the applicant, the administrative procedure is stopped or the expert activity conducted outside the scope of the administrative procedure terminated upon request of the applicant, the USKVBL shall refund the pro rata part of the costs corresponding to the expert activities which have not been conducted prior to the termination of the processing of the application; where an assessment report has been drafted, all expert activities shall be considered completed.

If the amount which the USKVBL is obliged to refund is less than 100 CZK, the USKVBL shall not refund the reimbursed costs or any part thereof.

5.5. Waiver of reimbursement of costs
The USKVBL shall waive the reimbursement of costs only upon an application. If the case satisfies any of the statutory reasons, the applicant shall submit together with the application for the expert activity also a cover letter requesting the waiver of the reimbursement of the costs justified in compliance with the provision 
of Section 112 of the Act on Pharmaceuticals. 

Rules for waiver of the complete or partial reimbursement of costs are included in Section 4 of the Regulation 
No 427/2008 Coll.

The par 7 the Regulation lays down the following rules: 
In case of variations to a marketing authorisation related to Detailed Description of the Pharmacovigilance System (DDPS) or the risk-management system established by a marketing authorisation holder, a reimbursement 
of costs is not fixed. 

5.6. Reduction of reimbursement of costs for grouped variations of marketing authorisation
In case of grouped variations to a marketing authorisation a reimbursement of costs for type IA variations can 
be reduced as follows: 

a) Type IA variations (IAin) where the application includes one variation for several marketing authorisation numbers or a group of identical variations for several marketing authorisation numbers.

Such situation will be described by the applicant in the cover letter when submitting the application 
for a variation and in this case the reimbursement of costs shall be paid according to the Section 8 
of Regulation No. 427/2008 Coll., as follows:

· Single variation for several marketing authorisation numbers - full fee shall be paid for the first marketing authorisation number, while for all the other marketing authorisation numbers included in the application, the applicant may claim 50% fee reduction.
· Group of identical variations for several marketing authorisation numbers - full fee shall be paid for the first variation from the group of identical variations IA (IAIN), while for all the other variations from the group 
of identical variations, the applicant may claim 50% fee reduction.
b) Variation/variations of purely national marketing authorisations of immunological veterinary medicinal products where the application (grouping) involves a change/changes in the manufacturing of the active substance classified in the current Commission Communication C (2013) 2804 of 16.5.2013, such as B.I.a1 ., type II - change in the manufacturer of a starting material / reagent / intermediate used in the manufacturing process of the active substance in the manufacture of the biological/ immunological product, for several marketing authorisation of the same marketing authorisation holder.

An assessment of the mentioned variation(s) requires one assessment of viral safety and/or TSE risk of the starting material/reagent/ intermediate product and the change has no additional impact on the quality, safety and efficacy of the finished product. 

If the applicant intends to submit the same variation/variations from the category B.I.a.1 for several of his marketing authorisations, he should check beforehand whether this is the case and that the USKVBL accepts his intention and single submission. 

In this case, the reimbursement of costs will be as follows:

· One Type II variation (B.I.a.1) for several marketing authorisation numbers - for the first MA number, reimbursement is fully paid, for all remaining MA numbers, the applicant may request a reduction in the costs reimbursement to an amount corresponding to the Type IB variations.

· A group of identical changes (B.I.a.1) for several MA numbers - for the first MA number, reimbursement is paid in full, for all required changes. For all identical changes to the remaining MA numbers, the applicant may request a reduction in the costs reimbursement to an amount corresponding to the IB variations. 

Reduction of costs reimbursement cannot be applied in cases where the intensity or scope of activities performed by USKVBL does not change and only simplifies the system for applicants.
6. Reimbursement of costs for the activities carried out by USKVBL associated with duration of the veterinary medicinal products marketing authorisation (annual maintenance fee)
6.1. General rules
According to the § 112 (2) of the Act on Pharmaceuticals a marketing authorisation holder is required to pay 
for costs for the activities carried out by the USKVBL associated with duration of the veterinary medicinal products marketing authorisation through an annual maintenance fees. 

A marketing authorisation holder has to pay the annual maintenance fee for an on-coming year by the end 
a calendar year. It means that the marketing authorisation holder pays the annual maintenance fee for 2013 by the end of 2012. 

If the marketing authorisation holder does not fulfil this obligation within an appropriate time limit, the USKVBL will request to make the payment additionally. This payment is payable within 15 days after receiving a written request. 

If the annual maintenance fee was not paid even in term given for the additional payment, a marketing authorisation holder is obliged to reimburse the payment increased by 50 %.  

The annual maintenance fee is not requested for the year when a marketing authorisation was granted. 

If the annual maintenance fee is paid for the year, when the marketing authorisation of veterinary medical product was cancelled (either by USKVBL or on request of the holder), or in case the marketing authorisation expires, then will the proportional part of annual maintenance fee refunded to the holder on request (See 
Annex 5.)

The proportional part is calculated from the paid annual amount by calculating the amount for one month (annual fee divided by 12) and multiplying it by the number of months remaining until the end of the year. The amount 
of the month in which the product lost its marketing authorisation for the aforementioned reasons is no longer refundable (eg the product will expire on May 3 with a refund of part of the annual fee for June to December).
6.2 Procedure to be applied to the reimbursement of the annual maintenance fee
A payment of the annual maintenance fee shall be made by bank transfer to the Česká národní banka bank account in the amount stated in the Annex 2.
USKVBL details for bank transfers for the reimbursement of costs for expert activities:

	Bank name
	Česká národní banka (ČNB) - pobočka Brno

	Bank address
	Rooseveltova, 18

631 32, Brno 
Czech Republic

	Account number
	35-31229641

	Bank code
	0710

	IBAN code
	CZ76 0710 0000 3500 3122 9641

	BIC(originally Swift code)
	CNBACZPP

	Constant symbol
	1148

	Variable symbol
	Generated by the below specified procedure

	Payment title
	355 - Research and development


A marketing authorisation holder can use one of the following ways to make a payment:

a) A separate payment for each veterinary medicinal product
In case of the annual maintenance fee the applicant will receive the variable symbol through the following procedure:

· The variable symbol has nine positions, 

· First three positions are the code of the action i.e. 001 (annual maintenance fee) - see Annex 2
· The following four positions are the middle part of the MA number of the veterinary medicinal product; the number always has four positions, so for example for the product authorised as  96/104/07-C the symbol will be 0104 (see the model below)

· The final two positions of the variable symbol show the year for which the annual maintenance fee is paid. If the payment for 2014 is made during the 2013 the symbol will be “14” (see model below). 

	Action code  action task
	MA number - middle part
	Year for which the payment is made

	0
	0
	1
	0
	1
	0
	4
	1
	4


After the payment is done a marketing authorisation holder shall send to the USKVBL a proof of payment 
(a copy of the bank statement) and a completed “Proof of payment of costs for expert activities carried out 
in the competency of USKVBL/for the activities associated with duration of the marketing authorisation (annual maintenance fee)” form in two copies (Annex 3).
b) A bulk payment for all veterinary medicinal products of one marketing authorisation holder according 
to agreed operation USKVBL’s rules
This payment way is only possible if the following rules are met: 

After the payment, a marketing authorisation holder shall send to USKVBL a cover letter with information on the selected way of payment, together with a list of provided documents or other information for USKVBL.

The following documents will be provided with the cover letter:

· proof of payment (account statement)

· two copies of the pre-filled form “Proof of payment of the costs reimbursement for expert activities carried out in the competence of the USKVBL/associated with duration of the veterinary medicinal products marketing authorisation (annual maintenance fee)” according to Annex 3.
·  in tabular form, a list of all veterinary medicinal products for which payment is made, each with the name 
of the product, its MA number and the name of the marketing authorisation holder.

In this case, the marketing authorization holder obtains the variable symbol of the annual MAINTENANCE FEE upon request at the USKVBL, specifically at the email address podrecka@uskvbl.cz or will be sent to the MA holder in an informative letter concerning the obligation to pay for the actions related to the duration of the marketing authorisation.

Once the payment is identified on the USKVBL 's bank account, the USKVBL will send to the applicant one confirmed copy of this form. The confirmed form serves as a tax document. 

General rules mentioned in the point 5.1. of this guideline are applicable for the reimbursement of the annual maintenance fees appropriately. 

6.3. Refunds of the annual maintenance fee
A refunds of a paid annual maintenance fee follow rules laid down in the § 112 (4) of the Act No. 378/2007 Coll., as specified in the point 5.4. of this guideline. 
7. Reimbursement of costs of expert activities carried out before the start of MRP/DCP procedures
The USKVBL collets costs for expert activities carried out in the competency of the USKVBL before the start of the mutual recognition and decentralised procedures according to the price list of costs reimbursement - see the Annex 2.  

The following expert activities can be performed within the pre-submission phase of these procedures:

· An oral consultation before a submission of the application for the marketing authorisation by MRP/DCP with the Czech Republic as the reference Member state (code O - 01 of the price list);

· An expert opinion in written concerning the MRP/DCP procedures before their start where the Czech Republic plays the role of the reference Member state (code O - 02 of the price list).  

If requested pre-submission activity requires time consuming expert’s assessment a model costing according 
to the Annex 3 of the Regulation No 427/2008 Coll., as amended. 

Annex 1: Proof of payment of administration fees/ Doklad o zaplacení správního poplatku
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Zde prosím nalepte kolek v příslušné hodnotě


Č.j./ Ref.No.
Please attach a revenue stamp of respective value

Žadatel = Dosavadní držitel rozhodnutí o registraci
Applicant = Current registration decision holder


Název (společnosti) / (Company) Name:


Adresa / Address:


Země / Country:


IČO

DIČ
Osoba zmocněná k jednání dosavadním držitelem rozhodnutí o registraci4)

Person authorised for communication on behalf of the current registration decision holder4)


Jméno / Name:


Adresa / Address:


Země / Country:


Telefon / Telephone:


Telefax/ Facsimile:


E-Mail:

	Typ žádosti /Type of Application
	Kč
	

	Žádost Application for
	
	

	- o registraci veterinárního léčivého přípravku, včetně homeopatického přípravku / 
marketing authorisation of a veterinary medicinal product, including homeopathic product
	2000,-
	 FORMCHECKBOX 
____

	- o změnu rozhodnutí o registraci veterinárního léčivého přípravku, včetně homeopatického přípravku, oznámení změny typu IA/ohlášení změny typu IB /variation to a marketing authorisation of a veterinary medicinal product, including homeopathic product, variation IA/IB notifications
	2000,-
	 FORMCHECKBOX 
____

	- o prodloužení platnosti rozhodnutí o registraci veterinárního léčivého přípravku, včetně homeopatického přípravku /renewal of a marketing authorisation of a veterinary medicinal product, including homeopathic product
	2000,-
	 FORMCHECKBOX 
____

	Žádost o převod registrace veterinárního léčivého přípravku, včetně homeopatického přípravku / Application for transfer of a marketing authorisation of a veterinary medicinal product, including homeopathic product
	2000,-
	 FORMCHECKBOX 
____

	Žádost o povolení souběžného dovozu veterinárního léčivého přípravku, včetně homeopatického přípravku /Application for parallel import of a veterinary medicinal product, including homeopathic product
	2000,-
	 FORMCHECKBOX 
____

	Žádost o zrušení rozhodnutí o registraci veterinárního léčivého přípravku, včetně homeopatického přípravku / Application for withdrawal of a marketing authorisation of a veterinary medicinal product, including homeopathic product
	1000,-
	 FORMCHECKBOX 
____

	Žádost / Application for
	
	

	- o povolení či změnu povolení k výrobě veterinárních léčivých přípravků/ 
granting or variation to a manufacturing authorisation for veterinary medicinal products 
	2000,-
	 FORMCHECKBOX 
____

	- o povolení či změnu k výrobě veterinárních léčivých přípravků - medikovaných krmiv / 
granting or variation to a manufacturing authorisation for manufacture of medicated feeding stuffs
	2000,-
	 FORMCHECKBOX 
____

	- o povolení či změnu k výrobě veterinárních léčivých přípravků - veterinárních autogenních vakcín / 
granting or variation to a manufacturing authorisation for veterinary autogenous vaccines
	2000,-
	 FORMCHECKBOX 
____

	- o povolení či změnu povolení k činnosti kontrolní laboratoře / 
granting or variation to a licence for control laboratories
	2000,-
	 FORMCHECKBOX 
____

	Žádost / Application for
	
	

	- o povolení či změnu povolení k distribuci léčivých přípravků / 
granting or variation to a distribution authorisation for veterinary medicinal products
	2000,-
	 FORMCHECKBOX 
____

	- o rozšíření povolení k distribuci / extension of a distribution authorisation
	2000,-
	 FORMCHECKBOX 
____


Datum
Podpis žadatele, popř. jím zmocněné osoby

Date
Signature of the applicant, or person authorized by him

Jméno, příjmení / First name, Family Name:


Adresa / Address:

Annex 2: Price list of costs reimbursement for expert activities carried out in the competency of the USKVBL
· Valid from January 1, 2024
· Activities of the USKVBL are not subject to cost payment if they are required by other organisation parties of the state.

· Giving administrative information is subject to the Act No.106/1999 Coll., on providing     information.

	Code for generating the variable symbol
	Category
	Amount of costs reimbursement

	ANNUAL MAINTENANCE FEE

	U - 001

001
	Annual maintenance fee. 
	6 500 CZK

	GENERAL

	O - 01

01
	One hour of consulting on request (not connected to the application already submitted).
	2 600 CZK

	O - 02

02
	Written expert opinion on request to a question connected with the USKVBL activities
in the area of veterinary medicinal products. 
	5 400CZK

	O - 03

03
	Application for issuing a decision if the product is a medicinal product, including the differentiation between a medicinal product or active substance, medicinal product subject to marketing authorisation or a different product, or a homeopathic product.
	7100 CZK

	MARKETING AUTHORISATION

	 
	NATIONAL MARKETING AUTHORISATION
	 

	RN - 01

01
	Application for a MA of a veterinary medicinal product
- Self-standing MA supported by full experimental or bibliographic data - veterinary medicinal products intended for more than two target animal species (national procedure). 
	 111 100 CZK

	RN-D - 51

51
	Other activities carried out only in cases where the application does not contain required data and documentation and where the applicant is asked to complete the data 
or documentation.
	24 500 CZK

	RN – 02

02
	Self-standing MA supported by full experimental or bibliographic data - veterinary medicinal products intended for the maximum of two target animal species (national procedure). 
	85 700 CZK

	RN-D - 52

52
	Other activities carried out only in cases where the application does not contain required data and documentation and where the applicant is asked to complete the data 
or documentation.
	24 500 CZK

	RN - 03

03
	MA submitted on the base of an incomplete documentation with reference to the original product MA after the period of data exclusivity has expired (generic application) and an informed consent of MA of a different MA holder. 
	52 400 CZK

	RN-D - 53

53
	Other activities carried out only in cases where the application does not contain required data and documentation and where the applicant is asked to complete the data 
or documentation.
	9 800 CZK

	RN - 04

04
	Hybrid marketing authorisation - i.e. MA submitted on the base of an incomplete documentation with reference to the original product MA after the period of data exclusivity has expired (generic MA) and an informed consent of MA of a different MA holder with data beyond the scope of essential similarity (national procedure). 
	75 900 CZK

	RN-D - 54

54
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	19 600 CZK

	RN - 05

05
	A multiple MA of an identical veterinary medicinal product under a different name (repeated MA under a different product name or for a different MA holder - duplicate).
	17 600 CZK

	RN-D - 55

55
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	4 900 CZK

	RN - 06

06
	Extension of MA intended for more than one change (e.g. strength, pharmaceutical form, addition of food-producing target animal). 
	58 800 CZK

	RN-D - 56

56
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	7 300 CZK

	RN - 07

07
	Extension of MA intended for maximum one change (e.g. strength, pharmaceutical form, addition of food-producing target animal). 
	31 800 CZK

	RN-D - 57

57
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	4 900 CZK

	RN–08

08
	MA of homeopathic veterinary medicinal product through a simplified procedure.
	48 500 CZK

	RN-D - 58

58
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	9 800 CZK

	RN - 09

09
	Extension of MA of a homeopathic veterinary medicinal product.
	25 000 CZK

	RN-D - 59

59
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	3 900 CZK

	RN - 10

10
	Application for variation to a marketing authorisation - Type II (national procedure).
	24 000 CZK

	RN-D - 60

60
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	4 900 CZK

	RN - 11

11
	Application for variation to a marketing authorisation - Type IA notification (national procedure).
	3 900 CZK

	RN - 43

43
	Application for variation to a marketing authorisation - Type IB notification (national procedure).
	5 900 CZK

	RN - 12

12
	Application for renewal of the MA of a veterinary medicinal product - all medicinal products except for homeopathic (national procedure).
	43 600 CZK

	RN-D - 62

62
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	14 700 CZK

	RN - 13

13
	Application for renewal of the MA of a homeopathic veterinary medicinal product (national procedure).
	23 500 CZK

	RN-D - 63

63
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	4 900 CZK

	RN - 14

14
	Application for a MA transfer of a veterinary medicinal product to a new MA holder.
	4 900  CZK

	R - 15

15
	Application for withdrawal of a MA without further requirements.
	None

	RN - 16

16
	Application for withdrawal of a MA with the requirement for a sell - out period.
	2 900 CZK

	
	CZ AS REFERENCE MEMBER STATE
	 

	RRMS/NR -17a

17a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is not authorised in CZ and maximum 5 CMSs are involved in the procedure. 
	197 800 CZK

	RRMS/NR -17b

17b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is not authorised in CZ and maximum 6 - 15 CMSs are involved in the procedure.
	227 200 CZK

	RRMS/NR -17c

17c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is not authorised in CZ and more than 15 CMSs are involved in the procedure.
	256 500 CZK

	RRMS/NR-D-67

67
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	24 500 CZK

	RRMS/R - 18a

18a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is nationally authorised in CZ and maximum 5 CMSs are involved in the procedure.
	107 700 CZK

	RRMS/R - 18b

18b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is nationally authorised in CZ and maximum 6 - 15 CMSs are involved in the procedure.
	137 100 CZK

	RRMS/R - 18c

18c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - self-standing application supported by full experimental or bibliographic data. Veterinary medicinal product is nationally authorised in CZ and more than 15 CMSs are involved in the procedure.
	166 500 CZK

	RRMS/R-D -68

68
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	14 700 CZK

	RRMS/NR -19a

19a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder. Veterinary medicinal product 
is not authorised in CZ and maximum 5 CMSs are involved in the procedure.
	102 300 CZK

	RRMS/NR -19b

19b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder. Veterinary medicinal product 
is not authorised in CZ and maximum 6 - 15 CMSs are involved in the procedure.
	117 000 CZK

	RRMS/NR -19c

19c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder. Veterinary medicinal product 
is not authorised in CZ and more than 15 CMSs are involved in the procedure.
	131 700 CZK

	RRMS/NR-D -69

69
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	9 800 CZK

	RRMS/R-20a

20a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder. Veterinary medicinal product 
is authorised in CZ and maximum 5 CMSs are involved in the procedure.
	78 300 CZK

	RRMS/R-20b

20b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder. Veterinary medicinal product 
is authorised in CZ and maximum 6 - 15 CMSs are involved in the procedure.
	93 000 CZK

	RRMS/R-20c

20c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder. Veterinary medicinal product 
is authorised in CZ and more than 15 CMSs are involved in the procedure.
	107 700 CZK

	RRMS/R-D-70

70
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	9 800 CZK

	RRMS/NR-21a

21a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder with the data beyond the scope of essential similarity. Veterinary medicinal product is not authorised in CZ and maximum 5 CMSs are involved in the procedure.
	137 600 CZK

	RRMS/NR-21b

21b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder with the data beyond the scope of essential similarity. Veterinary medicinal product is not authorised in CZ and maximum 6 - 15 CMSs are involved in the procedure.
	157 200 CZK

	RRMS/NR-21c

21c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder with the data beyond the scope of essential similarity. Veterinary medicinal product is not authorised in CZ and more than 15 CMSs are involved in the procedure.
	176 700 CZK

	RRMS/NR-D-71

71
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	19 600 CZK

	RRMS/R-22a

22a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder with data exceeding the scope 
of essential similarity. Veterinary medicinal product is authorised in CZ and maximum 
5 CMSs are involved in the procedure.
	93 000 CZK

	RRMS/R-22b

22b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder with data exceeding the scope 
of essential similarity. Veterinary medicinal product is authorised in CZ and maximum 
6 - 15 CMSs are involved in the procedure.
	112 600 CZK

	RRMS/R-22c

22c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - hybrid MA submitted on basis of incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder with data exceeding the scope 
of essential similarity. Veterinary medicinal product is authorised in CZ and more than 
15 CMSs are involved in the procedure.
	132 200 CZK

	RRMS/R-72

72
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	14 700 CZK

	RRMS/EX-23a

23a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for maximum one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and maximum 5 CMSs are involved in the procedure.
	73 400 CZK

	RRMS/EX-23b

23b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for maximum one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and maximum 6 - 15 CMSs are involved in the procedure.
	88 100 CZK

	RRMS/EX-23c

23c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for maximum one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and more than 15 CMSs are involved in the procedure.
	102 800 CZK

	RRMS/EX-D-73

73
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	7 300 CZK

	RRMS/EX-42a

42a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for more than one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and maximum 5 CMSs are involved in the procedure.
	97 900 CZK

	RRMS/EX-42b

42b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for more than one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and maximum 6 - 15 CMSs are involved in the procedure.
	112 600 CZK

	RRMS/EX-42c

42c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - Extension of MA intended for more than one change (e.g. strength, pharmaceutical form, addition of food-producing target animal) and more than 15 CMSs are involved in the procedure.
	127 300 CZK

	RRMS/EX-D-82

82
	Other activities carried out only in cases where the applications do not contain requested data and documentation and where the applicant is asked to complete the data 
or documentation.
	7 300 CZK

	RRMS/CC-24a

24a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - a multiple MA of a completely identical veterinary medicinal product under 
a different name or holder - a duplicate. Maximum 5 CMSs are involved in the procedure.
	31 800 CZK

	RRMS/CC-24b

24b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - a multiple MA of a completely identical veterinary medicinal product under 
a different name or holder - a duplicate. Maximum 6 - 15 CMSs are involved in the procedure.
	41 600 CZK

	RRMS/CC-24c

24c
	Application for starting the mutual recognition procedure with CZ as a reference Member state - a multiple MA of a completely identical veterinary medicinal product under 
a different name or holder - a duplicate. More than 15 CMSs are involved in the procedure.
	46 500 CZK

	RRMS/RU-25a

25a
	Application for starting the mutual recognition procedure with CZ as a reference Member state - repeat use of the mutual recognition procedure for a product previously authorised on the basis of mutual recognition procedure. Expanding by maximum 5 new concerned Member states where the veterinary medicinal product is not yet authorised.
	68 500 CZK

	RRMS/RU-25b

25b
	Application for starting the mutual recognition procedure with CZ as a reference Member state - repeat use of the mutual recognition procedure for a product previously authorised on the basis of mutual recognition procedure. Expanding by maximum 6 - 15 new concerned Member states where the veterinary medicinal product is not yet authorised.
	78 300 CZK

	RRMS/RU-25c

25c
	Application for starting the mutual recognition procedure with CZ as a reference Member state – repeat use of the mutual recognition procedure for a product previously authorised on the basis of mutual recognition procedure. Expanding by more than 15 new concerned Member states where the veterinary medicinal product is not yet authorised.
	83 200 CZK

	RRMS/ZII-26a

26a
	MA Type II variation within the mutual recognition procedure with CZ as a reference Member state. Maximum 5 CMSs are involved in the procedure.
	28 400 CZK

	RRMS/ZII-26b

26b
	MA Type II variation within the mutual recognition procedure with CZ as a reference Member state. Maximum 6 - 15 CMSs are involved in the procedure.
	30 800 CZK

	RRMS/ZII-26c

26c
	MA Type II variation within the mutual recognition procedure with CZ as a reference Member state. More than 15 CMSs are involved in the procedure.
	33 300 CZK

	RRMS/ZIB-27

27
	Variation of MA Type IB within the mutual recognition procedure with CZ as the reference Member state.
	6 400 CZK

	RRMS/ZIA-28

28
	Variation of MA Type IA within the mutual recognition procedure with CZ as the reference Member state.
	3 900 CZK

	RRMS/PR-29

29
	Renewal of MA within the mutual recognition procedure with CZ as the reference Member state.
	89 100 CZK

	
	CZ AS A CONCERNED MEMBER STATE
	 

	RCMS - 30

30
	Application for recognition of a marketing authorisation for a veterinary medicinal product granted by a competent authority of another Member state  - self - standing application supported by full experimental or bibliographic data.
	94 000CZK

	RCMS - 31

31
	Application for recognition of a marketing authorisation for a veterinary medicinal product granted by a competent authority of another Member state - submitted on the basis of an incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different MA holder.
	52 400  CZK

	RCMS - 32

32
	Application for recognition of a marketing authorisation for a veterinary medicinal product granted by a competent authority of another Member state - hybrid MA submitted on the basis of an incomplete documentation with reference to MA of the original product after the period of data exclusivity has expired (generic MA) or on the basis of an informed consent of a different holder with data beyond the scope of essential similarity.
	72 900  CZK

	RCMS - 33

33
	Application for recognition of a marketing authorisation for a veterinary medicinal product granted by a competent authority of another Member state - Extension 
of a marketing authorization.  
	43 600  CZK

	RCMS - 34

34
	Application for recognition of a marketing authorisation for a veterinary medicinal product granted by a competent authority of another Member state - a multiple MA 
of a completely identical veterinary medicinal product under a different name (repeating MA under a different name or holder). 
	26 400  CZK

	RCMS/ZII-35

35
	Application for variation Type II of a MA granted within the mutual recognition procedure by the competent authority of a different Member state. 
	24 000CZK

	RCMS/ZIB-36

36
	Application for variation Type IB of a MA granted within the mutual recognition procedure by the competent authority of a different Member state. 
	5 400  CZK

	RCMS/ZIA-37

37
	Application for variation Type IA of a MA granted within the mutual recognition procedure by the competent authority of a different Member state. 
	3 400  CZK

	RCMS/PR - 38

38
	Application for renewal of a MA for a veterinary medicinal product granted within the mutual recognition procedure by the competent authority of a different Member state.
	40 100  CZK

	
	PARALLEL IMPORT
	 

	RSD - 39

39
	Application for authorisation of parallel import of a veterinary medicinal product.
	32 300  CZK

	RSD - 40

40
	Application for renewal of the authorisation of parallel import of a veterinary medicinal product. 
	17 600  CZK

	
	APPLICATION FOR ISSUING A CERTIFICATE FOR PHARMACEUTICAL PRODUCT
	

	RC - 41

41
	Application for issuing a Certificate for Pharmaceutical Product in the WHO scheme.
	1 700  CZK

	INSPECTION

	
	MANUFACTURING OF VETERINARY MEDICINAL PRODUCTS
	 

	I - 01

01
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - import form third countries.
	17 700 CZK

	I - 02

02
	Application for manufacturing authorisation for medicinal products - non-sterile veterinary medicinal products - one pharmaceutical form and/or one manufacturing unit/line different in terms of manufacture at a single manufacturing site.
	26 900 CZK

	I - 03

03
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - non-sterile medicinal products - any other pharmaceutical form and/or manufacturing unit/line different in terms of manufacture.
	13 500 CZK

	I - 04

04
	Application for manufacturing authorisation for veterinary medicinal product - sterile medicinal products - one pharmaceutical form and/or one manufacturing unit/line different in terms of manufacture at a single manufacturing site. 
	42 900 CZK

	I - 05

05
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - sterile medicinal products - any other pharmaceutical form and/or manufacturing unit/line different in terms of manufacture.
	19 800 CZK

	I - 27

27
	Application for variation to manufacturing authorisation of veterinary medicinal products - addition of manufacturer’s store.
	8 400 CZK

	I - 06

06
	An increase of the basic fee for the above-mentioned cases where biotechnological 
or technologically complex manufacture of biological products is concerned.
	24 400 CZK

	I - 07

07
	Application for manufacturing authorisation for veterinary medicinal product - 
a separately conducted primary packaging of non-sterile products - one pharmaceutical form and/or one manufacturing unit/line different in terms of manufacture at a single manufacturing site.
	21 000 CZK

	I - 08

08
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - a separately conducted primary packaging of non-sterile products - any other pharmaceutical form and/or manufacturing unit/line different in terms of manufacture.
	10 500 CZK

	I - 09

09
	Application for manufacturing authorisation for veterinary medicinal product - separately conducted secondary packaging at a single manufacturing site.
	18 100 CZK

	I - 25

25
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - separately conducted secondary packaging of non-sterile products - any other manufacturing site. 
	8 900 CZK

	I - 28

28
	Application for manufacturing authorisation for veterinary medicinal product - for batch release range.
	17 700 CZK

	I - 29

29
	Application for manufacturing authorisation for veterinary medicinal product 
or variations to manufacturing authorisation - for batch release range - any other batch release site /pharmaceutical form.
	8 400 CZK

	I - 10

10
	Application for variation to manufacturing authorisation for veterinary medicinal products without inspection at a manufacturing site.
	2 900 CZK

	I - 24

24
	Application for manufacturing authorisation for veterinary medicinal product - medicated feeding stuffs for self usage - one manufacturing unit/line at a single manufacturing site.
	12 400 CZK

	
	DISTRIBUTION OF VETERINARY MEDICINAL PRODUCTS 
	 

	I - 11

11
	Application for a distribution licence for a veterinary medicinal products or variation 
to a distribution licence with an inspection of one store. 
	17 300 CZK

	I - 12

12
	Application for a distribution licence for a veterinary medicinal products or variation 
to a distribution licence with an inspection for any other store within one licence.
	8 400 CZK

	I - 13

13
	Application for an extension of a distribution licence for distribution of active substances and excipients or for distribution of medicated feeding stuffs with an inspection of one store.
	11 400 CZK

	I - 14

14
	Application for an extension of a distribution licence for distribution of active substances and excipients or for distribution of medicated feeding stuffs with an inspection of any other store within one licence.
	8 400 CZK

	I - 15

15
	Application for a variation to a distribution licence of veterinary medicinal products without inspection.
	2 900 CZK

	
	CONTROL OF VETERINARY MEDICINAL PRODUCTS
	 

	I - 16

16
	Application for a licence for control laboratory or for a variation to a licence for control laboratory with an inspection - conduct of partial tests - at a single control site.
	16 800 CZK

	I - 17

17
	Application for a licence for control laboratory or for a variation to a licence for control laboratory with an inspection - full-scope testing (physiochemical, microbiological and biological testing) - at a single control site.
	22 700 CZK

	I - 26

26
	Application for a licence for control laboratory or for a variation to a licence for control laboratory with an inspection - any further control site.
	8 600 CZK

	I - 18

18
	Application for a variation to a licence for control laboratory without inspection at the control site.
	2 900 CZK

	
	ISSUING A GOOD MANUFACTURING OR DISTRIBUTION PRACTICE CERTIFICATE, LICENCE REVOCATION ON A REQUEST, APPLICATION FOR COMPLIANCE WITH GMP CERTIFICATE  FOR FOREIGN MANUFACTURER
	 

	I - 19

19
	Application for issuing a good manufacturing or distribution certificate for holders of the

appropriate authorisations, 
	1 300 CZK

	I - 20

20
	Application for the issuing of a GMP certificate for the manufacture of active substances - with an inspection of one manufacturing unit/line. 
	27 800 CZK

	I - 21

21
	Application for the issuing of a GMP certificate for the manufacture of active substances - any other manufacturing unit/line.
	13 000 CZK

	I - 22

22
	Application for a licence revocation.
	None

	I - 23

23
	Rising the fee in cases of issuing a GMP certificate in the manufacturing site in a third country with an inspection by a foreign manufacturer.
	8 400 CZK + reimbursement of travel and stay expenses

	LABORATORY ANALYSES, BATCH RELEASE

	L - 01

01
	Re-testing of a batch of a veterinary medicinal product before release into the market with submitting an EU Member state batch certificate.
	500 CZK

	L - 02

02
	Re-testing of a batch of a veterinary medicinal product before release into the market without submitting an EU Member state batch certificate.
	1 500 CZK + compensation as per the applied methods (part B of this Annex)

	L - 03

03
	Batch release of a veterinary medicinal product on the basis of manufacturing record assessment, without laboratory analysis - with submitting an EU Member state Official Batch Protocol Review (OBPR).  
	500 CZK

	L - 04

04
	Batch release of a veterinary medicinal product on the basis of manufacturing record assessment, without laboratory analysis - without submitting an EU Member state Official Batch Protocol Review (OBPR).  
	1 500 CZK

	L - 05

05
	Laboratory analysis on request.
	Reimburse-ment in compliance with used methods

(part B of this Annex)

	
	 
	 

	CLINICAL TRIALS

	K - 01

01
	Application for granting an approval of a clinical trial of a veterinary medicinal product.
	20 900 CZK

	K - 02

02
	Application for a variation to the approval of clinical trial of a veterinary medicinal product.
	6 900 CZK

	
	
	

	ACTIVITIES WITHIN THE COMMUNITY

	E - 01

01
	Application for performance of expert activities submitted by the European Medicines Agency (EMA)*.
	577 CZK

	E - 02

02
	Expert activities carried out on request of the European Directorate for the Quality of Medicines & HealthCare (EDQM).
	In accordance with contractual clause between USKVBL and EDQM


Price list for the reimbursements of costs of laboratory analyses of medicinal products and excipients conducted within the competency of the USKVBL
	Item
	Test
	Amount of costs reimbursement

	Physiochemical tests

	1
	Appearance
	250 CZK

	2
	Determination of particle size
	

	2a
	Microscopy
	1 800 CZK

	2b
	Sieve test – one sieve
	1 300CZK

	2c
	Any extra sieve
	220 CZK

	3
	Airtightness
	290 CZKK

	4
	Solubility
	450 CZKK

	5
	Loss on drying
	1 800 CZK  

	6
	Karl Fisher titration
	2 500 CZK

	7
	Residue after evaporation
	1000 CZK

	8
	Ash
	

	8a
	Total ash
	           2 600 CZK

	8b
	Sulphated ash
	           2 600 CZK

	9
	Melting point
	              850 CZK

	10
	Density 
	

	10a
	Density bottle
	           1 010 CZK

	10b
	Density meter
	          1 010 CZK

	11
	Viscosity - rotating viscometer
	           1 700CZK

	12
	Refractive index
	           1000 CZK

	13
	Spectrophotometry
	           3 700 CZK

	14
	Titration
	           2000CZK

	15
	pH -potentiometry
	              810 CZK

	16
	Conductivity
	              810 CZK

	17
	Thin-layer chromatography
	           2 800CZK

	18
	HPLC
	

	18a
	1 analyte
	           6 500CZK

	18b
	1 analyte in two sample
	           7 980 CZK

	18c
	Any extra analyte 
	           1 750 CZK

	18d
	1 analyte - 3 samples
	           9 730 CZK

	18e
	1 analyte - 4 samples
	         11 480CZK

	18f
	2 analytes in one run
	           8 500CZK

	18g
	3 and more analytes in one run
	          10 600CZK

	19
	GC
	           6 500 CZK

	20
	Colour and precipitation reaction
	              700 CZK

	21
	Activity of pepsin
	           6 000CZK

	22
	Dissolution (solid oral dosage forms) - UV/VIS
	           6 400CZK

	23
	Dissolution (solid oral dosage forms) - HPLC
	           7 200CZK

	24
	Average weight and mass uniformity
	              770 CZK

	25
	Infrared spectrophotometry
	           3000CZK

	26
	Identification of ions
	              550 CZK

	27
	Disintegration of tablets and capsules

	27a
	In water
	              480 CZK

	27b
	In artificial gastric juice
	           1 300CZK

	27c
	In artificial duodenal juice
	           2000CZK

	28
	Extractable volume of parenteral preparations
	              400 CZK

	MIKROBIOLOGICAL AND BIOLOGICAL TESTS

	29
	Sterility test
	7 210 CZK

	30
	Microbiological testing of non-sterile products (total count of live aerobic micro-organisms and yeasts/moulds)
	

	30a
	Microbiological testing of non-sterile products - for local use (cutaneous, nasal, auricular etc.)
	2 320 CZK

	30b
	Microbiological testing of non-sterile products - for oral use
	2 390 CZK

	30c
	Microbiological testing of non-sterile products -for oral dosage forms containing raw materials of natural (animal, vegetal or mineral) origin for which antimicrobial pretreatment is not feasible
	3 200 CZK 

	30d
	Microbiological testing of non-sterile products -for herbal medicinal products to which boiling water is not added before use
	3 400 CZK

	30e
	Microbiological testing of non-sterile products -for herbal medicinal products to which boiling water is added before use
	2 390 CZK

	30f
	Microbiological testing of non-sterile products for vaginal use
	2 420 CZK

	31
	Microbiological determination of the potency of antimicrobial substances by the diffusion plate method 
	3 200 CZK

	32
	Determination of bacterial count in live bacterial vaccines
	2 200 CZK

	33
	Identification of bacterial strain
	700 CZK

	34
	Test of bacterial and fungal contamination
	2 900 CZK

	35a
	Test for mycoplasmas - cultivation method
	6 890 CZK

	35b
	Test for mycoplasmas - PCR
	53 CZK

	36
	Bacterial endotoxins
	2 100 CZK 

	37
	Potency testing of Rabies vaccine inactivated for veterinary use by the mouse challenge test (NIH test)
	43 300 CZK

	38
	Potency testing of Equine influenza vaccine inactivated by the haemaglutination-inhibition test (guinea pigs)
	18 500 CZK

	39
	Potency testing of Swine erysipelas vaccine inactivation by the ELISA method - determination of rising antibody (mice)
	14 300 CZK

	40
	Determination of the effect of the chemical disinfectants and antiseptics by the microbiological suspension test according to the Czech pharmacopoeia
	6 300 CZK

	41
	Determination of the virus titre by the micro-titration method on cell cultures in live viral vaccines - generally (e.g. myxomatosis)
	10 000 CZK

	42
	Serological potency assay for rabies vaccine (inactivated) for veterinary use by imunofluorescein detection
	22 000 CZK

	43
	Determination of Newcastle disease virus titre in chicken embryos 
	11 100 CZK

	44
	Determination of the count of hyphae in vaccines
	1 500 CZK

	45
	Determination of Gumboro virus titre
	10 300 CZK

	46
	Determination of rabies virus titre by micro-titration method
	12 200 CZK

	47
	Detection of viral agent by PCR
	4 700 Kč

	48
	Detection of viral agent by qPCR
	4 700 Kč

	49
	Potency assay of avian tuberculin PPD or bovine tuberculin PPD
	31 400 Kč

	50
	Sensitising effect test of avian tuberculin PPD or bovine tuberculin PPD
	19 400 Kč

	51
	Determination of glycoprotein in inactivated rabies vaccines by ELISA method
	10 500 Kč

	52
	Determination of infectious bovine rhinotracheitis (IBR) virus titre by microtitration method
	9 900 Kč

	53
	Potency testing of inactivated vaccines against infectious bovine rhinotracheitis (IBR) in guinea pigs by ELISA method, detection of gE antibodies 
	21 800 Kč

	
	
	

	Re-testing of A batch OF IMMUNOLOGICAL VETERINARY MEDICINAL PRODUCTS

	OC - 01
	Re-testing of Swine erysipelas vaccine inactivation (appearance, potency - Elisa)
	14 550 CZK

	OC - 02
	Re-testing of Swine erysipelas vaccine live (appearance, solubility, live bacterial count, purity, identity) 
	6 500 CZK

	OC - 03
	Re-testing of Rabies vaccine live oral for foxes (appearance, 

virus titre)
	12 450 CZK

	OC - 04
	Re-testing of Rabies vaccine inactivated for veterinary use (appearance, potency)
	43 550 CZK

	OC- 05
	Re-testing of Equine influenza vaccine inactivated (appearance, potency)
	18 750 CZK

	OC - 06
	Re-testing of Rabies vaccine inactivated for veterinary use (appearance, serological determination of potency)
	22 250 CZK

	OC - 07
	Diagnostic preparation containing avian tuberculin PPD or bovine tuberculin PPD (appearance, sensitising effect test, potency assay)
	51 050 CZK

	OC - 08
	Re-testing of Rabies vaccine inactivated for veterinary use (appearance, determination of glycoprotein)
	10 750 CZK

	OC - 09
	Re-testing of Infectious bovine rhinotracheitis (IBR) vaccine live for veterinary use (appearance, virus titre)
	10 150 CZK

	OC - 10
	Re-testing of Infectious bovine rhinotracheitis (IBR) vaccine inactivated for veterinary use (appearance, potency, detection of gE antibodies) 
	22 050 CZK


Annex 3: Proof of payment of the costs reimbursements for expert activities carried out 
in the competency of the USKVBL/associated with duration of the veterinary medicinal products marketing authorisation (annual maintenance fee)
 (TAX DOCUMENT)

	Applicant - name, address
Contact address- name, address, telephone, fax, e-mail (fill it in only if it differs from the authorised person‘s address)


	Authorised person - name, address
Contact address - name, address, telephone, fax, e-mail


	The name of the veterinary medicinal product, pharmaceutical form, strength (don‘t fill in cases of inspection, lab analyses or clinical trial approval)


	Application for (complete according to the Guideline USKVBL/UST - 4/2008 Rev.3)

	Code of activity
	Activity

	
	


Variable symbol (cross the possibility our payment relates to and fill in the variable symbol): 
 FORMCHECKBOX 
___ activities connected with MA: 

	
	
	
	
	
	
	
	
	
	


 FORMCHECKBOX __ FORMCHECKBOX __ FORMCHECKBOX __

 FORMCHECKBOX __

 FORMCHECKBOX __

 FORMCHECKBOX 
___ annual maintenance fee:

	
	
	
	
	
	
	
	
	


 FORMCHECKBOX 
___ activities connected with inspection, lab analysis and clinical trials: 

	
	
	
	
	
	
	
	
	


	Paid by a bank transfer
Amount paid in CZK:
Date of order to pay: 

	The person remitting the amount (cross out the person who remits the amount to the USKVBL) - payer: 

	 FORMCHECKBOX 
___ Applicant/MA holder
	 FORMCHECKBOX 
___ Authorised person

	The person to receive Certificate of payment of the costs for expert activities carried out on request confirmed by the USKVBL (cross out the person to whom it will be sent)

	 FORMCHECKBOX 
___ Applicant/MA holder
	 FORMCHECKBOX 
___ Authorised person

	The name of the bank providing the

transaction:

	The payer‘s bank account number:
	Constant symbol:


	Filled in by registry of the USKVBL: Application reference number:
Accepted at the USKVBL on: 



Name/Signature: 

	CONFIRMATION OF RECEIVING THE PAYMENT
Bank transfer payment - number of statement:



Date of statement: 

………………………………….



………………………………….


……………………………………

Date



          Department of the USKVBL


      Name/Signature



Annex 4: Application for administrative fee refund
Institute for State Control of Veterinary Biologicals and Medicines

Hudcova 56a

621 00 Brno

Czech Republic
Application for administrative fee refund
	Application Ref. no. / File ID:
	

	Type of application:
	

	Product name (in case of MA application):
	

	Specification of the application content
	

	Name of the applicant:
	

	Address of the applicant:
	street, P.O. BOX:


	City, ZIP Code, country:



	Contact person:
	

	Address of the contact person: 
	
	Telephone:

	Paid amount in CZK:
	
	Payment date:

	Variable symbol of the application:
	
	Currency for the refund:

	Applicant ´s bank name:
	
	Address:



	Applicant ´s bank account no/bank code: 
	
	IBAN:

	Swift /if known):
	
	National clearing code (if known):



	Rationale for the requested refund:
	

	Source reference where the statement could be checked
	


---------------------------------




-----------------------------------------------------

Date






Applicant ´s name and signature

stamp
	Do not complete - for the USKVBL ´s  internal use
Administrative fee refund is/is not in compliance with the § 7 of the Act on Administrative fees:

- Reimbursed administrative fee is not listed in the price list or was reimbursed by a person who is not a payer or administrative fee overpaid
I agree/disagree with the refund of the amount of: ……………………… CZK

Date 



Name and signature of a section manager
Decision under the ref. No …………… issued on …………, the USKVBL 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  


Annex 5: Application for refunds of costs reimbursement
Institute for State Control of Veterinary Biologicals and Medicines

Hudcova 56a

621 00 Brno

Czech Republic
Application for refunds of costs reimbursement
	Application Ref. no. / File ID:
	

	Expert activity:
	

	Activity code:
	

	Product name (in case of MA application):
	

	Specification of the application content:
	

	Name of the applicant:


	

	Address of the applicant:
	street, P.O. BOX:


	City, ZIP Code, country:



	Contact person:
	

	Address of the contact person: 
	
	Telephone:

	Paid amount in CZK:
	
	Payment date:

	Variable symbol of the application:
	
	Currency for the refund:

	Applicant ´s bank name:
	
	Address:



	Applicant ´s bank account no/bank code: 
	
	IBAN:

	Swift /if known):
	
	National clearing code (if known):



	Rationale for the requested refund:
	

	Source reference where the statement could be checked
	


---------------------------------




-----------------------------------------------------

Date
Applicant ´s name and signature
stamp
	Do not complete - for the USKVBL ´s  internal use
Checking of information mentioned the rationale:

Statement of a department carrying out the expert activity:

Decision - section manager:


-----------------------------





     -------------------------------------------------

         Date






Name and signature of a section manager 

Notes of the economical section:
               -----------------------------                                                                              -------------------------------------------------------------
                           Date 




              Name and signature of an economical section manager 


* These states are not members of the EC or the European Economic Area (EEA, EEA), nor have they signed an accession agreement �or a mutual recognition agreement on a good manufacturing practice inspection (MRA) with the EC. At the time of issuing this guideline �the MRA agreement has been concluded by Canada, Switzerland, New Zealand and Australia.
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