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Principles for Creation a Fee Model for the Slovak Medicines Verification System usage by 

Marketing Authorization Holders 

The aim of this document prepared by The Slovak Medicines Verification Organization - SOOL 

- is definition of the principles which will be used for calculation of the fee for usage of Slovakia 

Medicines Verification System (NMVS). This fee has to pay each Marketing authorization holder (MAH) 

of such drug, which is subject of related legislation. Based on the principles set out herein SOOL will 

determine the fee for all MAHs. This fee is the same for each and any MAH - so-called "flat fee”. This 

model was selected as the simplest and most effective financial model NMVS. The same model was 

chosen in most EU countries. 

Mechanism of calculation of flat fee for each and particular year will follow next principles: 

1. SOOL will determine list and number of MAHs based on the MAH register maintained by Slovak 

State Institute of Drug Control each year by 1st July of the year preceding year for which the 

fee is calculated. Let’s name this parameter as   MAH_Number 

2. SOOL will determine the risk factor which reflect the level of MAH_Number inaccuracy and 

variability caused by possible change of this parameter after the date on which the 

MAH_Number was determined, as the maximum possible percentage deviation  between 

MAH_Numbre and  actual number of MAHs valid in the begin of the year, for which the fee is 

calculated. Let’s name this parameter as RiskMAH  

3. SOOL  (in accordance of  the SOOL Statutes) will determine all estimated operating costs for 

the year for which the fee is calculated  - let name this parameter OpExSOOL  

4. Flat fee is afterwards calculated according next expression:  

 

𝐹𝑙𝑎𝑡 𝐹𝑒𝑒 =
OpExSOOL

𝑀𝐴𝐻_𝑁𝑢𝑚𝑏𝑒𝑟 − (𝑀𝐴𝐻_𝑁𝑢𝑚𝑏𝑟𝑒 ∗
𝑅𝑖𝑠𝑘𝑀𝐴𝐻

100
)

 

5. The fee thus calculated is published on the SOOL web site www.sool.sk  by 31 August of the 

year preceding the year for which the fee is due (for the first time until 31 August 2018) 

6. SOOL reserves the right to define discounts  from the fee with aim to keep payment discipline 

of  MAHs. Discount will be delivered to MAH in the form of a credit note under the terms and 

condition defined by the SOOL procedure and published together with the fee model. 

7. Subsequently, the SOOL will issue invoice to each MAH that was on the MAH list - see 

paragraph 1 - with the payment terms 60 days and with a defined penalty fee valid for the late 

payment of the fee. Invoices will be delivered to the MAHs by the end of September of the 

previous year for which the fee is determined. 

8. If the MAH will pay a fee by the end of the year preceding the year for which the fee is due 

and at the same time his authorization expires by the end of the year preceding the year for 

which the fee is due, SOOL will refund such already paid fee in the form of a credit note. 

9. If the MAH will enter and use  NMVS during the year for which the fee was already approved 

then the following principles for fee determination will be valid: 

http://www.sool.sk/
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• if the MAH enters the market in the first quarter of the year (January, February, March) - 

100% of the flat fee valid for this year is applied; 

• if the MAH enters the market in the second quarter of the year (April, May, June) - 75% of 

the flat fee valid for this year is applied; 

• if the MAH enters the market in the third quarter of the year (July, August, September) - 50% 

of the flat fee valid for this year is applied; 

• if the MAH enters the market in the fourth quarter of the year (October, November, 

December) - 25% of the flat fee valid for this year is applied; 

• if the MAH exit market during the year for which the fee is determined - the fee already paid 

has not been remitted to the MAH. 

10. All fees not used for SOOL operation in the year for which the fees were determined and paid 

by MAHs will be taken into account during calculation of flat fee for the next year by 

subtracting these funds from the estimated operating costs for the year for which the flat fee 

will be calculated. SOOL has to right to announce additional fee in case of inaccurate 

estimation of amount of the fee calculated according paragraph 4 of this document and  which 

could not cover all actual operational expenses of SOOL. 

The presented principles and flat fee calculation model is an essential element of the effectiveness of 

NMVS in  Slovak Republic and guarantee  financial stability of this system. 

 

 Bratislave 22.01.2018 

 

MUDr. Miroslava Lednár   PharmDr. Michaela Palágyi, PhD. 

Chairman of the Board of SOOL   Vice chairman of the Board of SOOL  

 

 

Mgr. Tomáš Turiak    RNDr. Jozef Pospíšil 

 Member of the Board of SOOL                      Member of the Board of SOOL  

 


