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Regulation No. 899
Adopted 31 October 2006
Procedures for the Reimbursement of Expenditures for the Acquisition of Medicinal Products and Medical Devices Intended for the Outpatient Medical Treatment
Issued pursuant to
Section 5, Clause 20 of the Pharmaceutical Law
I. General Provisions
1. This Regulation prescribes the procedures for the reimbursement of expenditures for the acquisition of medicinal products and medical devices intended for the outpatient medical treatment (hereinafter – the procedures for reimbursement).
2. These procedures for reimbursement are a set of measures, that provide an opportunity for a patient to acquire medicinal products and medical devices, the expenditures for the acquisition of which in accordance with this Regulation are completely or partially covered by the funds from the State budget for the current year granted for the reimbursement of expenditures for the acquisition of medicinal products (hereinafter – the funds granted for reimbursement). The purpose of measures included in these procedures for reimbursement is to ensure medicinal products and medical devices for as wide range of patients as possible within the framework of the funds granted for reimbursement, as well as to achieve the lowest possible price of reimbursable medicinal products and medical devices, and to direct the resources obtained as a result of saving for the improvement of health of patients and achievement of the medical treatment objectives.
[22 September 2009; 27 December 2011; 21 October 2014; 26 May 2015]
2.1 Settlement for medicinal products and medical devices, which are distributed in accordance with the procedures for reimbursement, shall be performed in euros.
[25 August 2009; 10 September 2013]
II. Basic Principles of the Procedures for Reimbursement
3. Expenditures for the acquisition of medicinal products included on the list of reimbursable medicinal products (a list that includes medicinal products and medical devices, expenditures for the acquisition of which are covered from the funds granted for reimbursement in conformity with this Regulation) (hereinafter – the reimbursable medicinal products) and of medical devices included therein (hereinafter – the reimbursable medical devices) shall be covered in accordance with this Regulation for patients who have been diagnosed with any of the diseases referred to in Annex 1 to this Regulation or in the case laid down in Sub-paragraph 92.1 of this Regulation, taking into account the nature and level of seriousness of the disease and complying with reimbursement restrictions and prescription conditions.
[26 January 2010]
3.1 Expenditures for the acquisition of medicinal products and medical devices shall be covered in full amount from the funds granted for reimbursement for a patient who has been recognised as a needy person or an asylum seeker in accordance with the procedures laid down in laws and regulations and who is entitled to receive reimbursement of expenditures for the acquisition of medicinal products or medical devices in accordance with this Regulation, except the following cases:
3.1 1. the non-reference medicinal products included in the List A of reimbursable medicinal products are prescribed for a patient. In such case the patient shall cover the difference between the pharmacy price of non-reference and reference medicinal products of the relevant group (with value added tax);
3.1 2. the expenditures for the prescribed medicinal products exceed the amount determined in Paragraph 100 of this Regulation.
[26 January 2010; 21 October 2014; 20 September 2016]
3.2 [27 December 2011. See Paragraph 2 of the amendments]
3.3 [27 December 2011. See Paragraph 2 of the amendments]
3.4 [27 December 2011. See Paragraph 2 of the amendments]
3.5 The patient referred to in Paragraph 3.1 of this Regulation shall present a statement in a pharmacy on conformity with the status of a needy family (person) issued by the social service office of the local government in accordance with the laws and regulations on recognition of a family or a person living separately as needy or a personal document of an asylum seeker issued by the State Border Guard.
[27 December 2011; 20 September 2016]
3.6 The expenditures for the acquisition of medicinal products and medical devices shall be covered in full amount for a patient until reaching 18 years of age who in accordance with this Regulation is due reimbursement of expenditures for the acquisition of medicinal products or medical devices, except the following cases:
3.6 1. the patient has been prescribed non-reference medicinal products or medical devices included on the List A of reimbursable medicinal products. In such case the patient shall cover the difference between the pharmacy price of non-reference and reference medicinal products or medical devices of the relevant group (with value added tax);
3.6 2. the patient has been prescribed medicinal products included on the List M, expenditures for the acquisition of which are covered in accordance with the procedures laid down in Sub-paragraph 9.2 of this Regulation;
3.6 3. the restrictions for reimbursement specified in Sub-paragraphs 6.2.2, 8.16 and 16.1 of Annex 1 to this Regulation, exist;
3.6 4. the costs of medicinal products or medical devices prescribed exceed the amount laid down in Paragraph 100 of this Regulation.
[17 December 2013; 26 May 2015]
4. Expenditures for the acquisition of reimbursable medicinal products shall be covered, applying the following reimbursement categories:
4.1. Category I – reimbursement in the amount of 100 % or in the amount of the reference price of the relevant group (in respect of medicinal products and medical devices included on List A of reimbursable medicinal products), if it has been determined that a patient has a chronic, life-threatening disease or a disease, which causes serious irreversible disability and the medical treatment of which requires the use of the respective medicinal products in order to maintain the patient’s vital functions;
4.2. Category II – reimbursement in the amount of 75 % or – in respect of medicinal products and medical devices included on List A of reimbursable products – in the amount of 75 % of the reference price of the relevant group, if it has been determined that a patient has a chronic disease, in the medical treatment of which the maintenance of the patient’s vital functions is made difficult or which causes serious disability without the use of the respective medicinal products;
4.3. Category III – reimbursement in the amount of 50 % or – in respect of medicinal products and medical devices included on List A of reimbursable products — in the amount of 75 % of the reference price of the relevant group, if it has been determined that a patient has a chronic or acute disease, in the medical treatment of which the use of the respective medicinal products is necessary in order to maintain or improve the patient’s state of health or in case where vaccines are paid for from the funds granted for reimbursement.
[27 January 2009; 27 December 2011]
4.1 When acquiring medicinal products or medical devices included on the list of reimbursable medicinal products within the framework of reimbursement Category I, a patient shall pay EUR 0.71 for each prescription in a pharmacy. When performing settlement of accounts with the pharmacy, the National Health Service shall reduce the sum to be repaid by the amount of payment made by the patient.
[29 March 2011; 19 October 2011; 10 September 2013]
4.2 The patient’s payment referred to in Paragraph 4.1 of this Regulation shall not be applied:
4.2 1. to prescriptions written out to the patients referred to in Paragraph 3.1 of this Regulation;
4.2 2. to prescriptions written out to children up to 18 years of age;
4.2 3. to prescriptions based on which medicinal products or medical devices, the pharmacy price determined by the National Health Service of which does not exceed EUR 4.27, are prescribed.
[29 March 2011; 19 October 2011; 27 December 2011; 10 September 2013]
5. Groups of reimbursable medical devices and the amount of reimbursement thereof shall be determined in accordance with Annex 2 to this Regulation.
6. The list of reimbursable medicinal products shall consist of three parts – List A, List B, and List C. The list of reimbursable medicinal products shall be drawn up according to the following basic principles:
6.1. List A shall include medicinal products of equal therapeutic efficacy within the scope of the common medicinal product name, which conforms to the seven-digit code of the medicinal product in the anatomical therapeutic chemical classification (hereinafter – the common medicinal product name), or the pharmaco-therapeutic group of the medicinal products and medical devices of the same type of the use in accordance with the criteria referred to in Paragraph 23 and Chapter IV of this Regulation;
6.2. List B shall include such medicinal products and medical devices, which do not comply with the criteria referred to in Chapter IV, in accordance with the criteria referred to in Paragraph 23 and Chapter V of this Regulation;
6.3. List C shall include such medicinal products and medical devices, costs of which for medical treatment of one patient exceed EUR 4 268.62 per year and to which the prescription conditions referred to in Paragraph 55 of this Regulation are not sufficient in order to limit the number of patients according to the funds granted for reimbursement, in accordance with the criteria referred to in Chapter VI of this Regulation.
[25 August 2009; 19 October 2011; 10 September 2013]
7. Medicinal products that are applied for inclusion on the list of reimbursable medicinal products shall comply with the following conditions:
7.1. they are included on the list of medicinal products authorised in the Republic of Latvia or authorised with the European Medicines Agency under a centralised authorisation procedure of medicinal products, or are distributed in parallel or parallel imported in accordance with the laws and regulations on the bringing in and distribution of medicinal products, or there is a permit to bring in and distribute the respective medicinal products in the territory of the Republic of Latvia in accordance with Section 10, Clause 7 of the Pharmaceutical Law;
7.2. the medicinal products are classified as prescription medicinal products in accordance with the laws and regulations on the classification of medicinal products;
7.3. the medicinal products are intended for the use, if there is any of the diseases referred to in Annex 1 to this Regulation.
[27 January 2009; 25 August 2009]
8. Homeopathic medicinal products shall not be included on the list of reimbursable medicinal products.
9. Medical devices that are applied for inclusion on the list of reimbursable medicinal products shall comply with the following conditions:
9.1. EC declaration of conformity has been drawn up for them and they have been labelled with CE conformity marking in accordance with the laws and regulations on the registration, conformity assessment and distribution of medical devices;
9.2. medical devices intended for use in the event of any of the diseases referred to in Annex 1 to this Regulation.
[29 March 2011]
9.1 Medicinal products reimbursable within the scope of the reimbursement procedures, which are used by pregnant women, women during the period following childbirth up to 70 days and children up to the age of 24 months, but which are not included on the list of reimbursable medicinal products, shall form List M (hereinafter – the List M medicinal products) and they shall conform to the following conditions:
9.1 1. they are included on the list of medicinal products authorised in the Republic of Latvia or authorised with the European Medicines Agency under a centralised authorisation procedure of medicinal products, or are parallel distributed or parallel imported in accordance with the laws and regulations on the bringing in and distribution of medicinal products;
9.1 2. they are classified as prescription medicinal products, except:
9.1 2.1. medicinal products which conform to the designation Pr. I, Pr. II stac. or Pr. III in accordance with the laws and regulations on the procedures for classification of medicinal products; 
9.1 2.2. medicinal products in prescribing of which, in accordance with the laws and regulations on the prescribing of prescription medicinal products, the programme for avoiding pregnancy developed by the holder (owner) of the registration certificate of the medicinal products and co-ordinated with the State Agency of Medicines is conformed to;
9.1 2.3. vaccines which, in accordance with the laws and regulations on vaccination, are included in the vaccination calendar and are paid for within its scope;
9.1 3. they have the price declared in the State Agency of Medicines in accordance with the laws and regulations on the principles of creation of prices for medicinal products.
[24 July 2012; 21 October 2014; 7 August 2018]
9.2 The expenditures for the acquisition of the List M medicinal products shall be covered, applying the following reimbursement categories:
9.2 1. reimbursement in the amount of 50 % for a child up to the age of 24 months, if a diagnosis with another amount of reimbursement has not been determined for him or her;
9.2 2. reimbursement in the amount of 25 % for a pregnant woman or a woman during the period following childbirth up to 70 days, if a diagnosis with another amount of reimbursement has not been determined for her.
[24 July 2012; 7 August 2018]
10. Expenditures for the acquisition of medicinal products and medical devices shall be reimbursed in accordance with the list of reimbursable medicinal products and List M which is created and maintained by the National Health Service. The National Health Service shall indicate on the list the common medicinal product name, the medicinal product name, the code of the medicinal product in the anatomical therapeutic chemical classification, the identification number, the owner of the marketing authorisation, the pharmaceutical form, the strength, the size of the packaging, the basic price of reimbursement, the pharmacy price (with value added tax), the amount of reimbursement, the category of the list and the time period of inclusion of a medicinal product, if the medicinal product is included for a certain time period, as well as the group, the name, the identification number, the owner of the marketing authorisation, the size of the packaging, the basic price of reimbursement, the pharmacy price (with value added tax), the amount of reimbursement, the category of the list and the time period of inclusion of a medical device, if the medical device is included for a definite time period.
[25 August 2009; 22 September 2009; 19 October 2011; 24 July 2012 / Amendments to this Paragraph shall come into force on 1 September 2012. See Paragraph 3 of the amendments]
10.1 The National Health Service shall determine the basic reimbursement price and pharmacy price for the List M medicinal products on the basis of the price declared by the manufacturer in conformity to the laws and regulations on the principles for creation of prices for medicinal products and applying the mark-up per cent, correction coefficients and correction amounts referred to in Paragraphs 26 and 28 of this Regulation. The National Health Service shall update the prices not less than twice a year – on 1 January and 1 July, using the manufacturer’s prices declared in the State Agency of Medicines.
[24 July 2012 / Paragraph shall be applied on 1 August 2012. See Paragraph 2 of the amendments]
III. Inclusion of Medicinal Products and Medical Devices on the List of Reimbursable Medicinal Products
11. In order to include medicinal products and medical devices on the list of reimbursable medicinal products, the holder (owner) of the registration certificate of the medicinal products or medical devices or the authorised representative thereof, or the wholesaler of the medicinal products or medical devices or the authorised representative thereof (hereinafter – the applicant) shall submit a written application to the National Health Service. The application shall indicate:
11.1. information regarding the applicant (the name, registration number, legal address of the legal person) and the payer (settlement details);
11.2. information regarding the medicinal product or medical device (the name, the registration number, the registration date, the manufacturer’s price and the anticipated basic price of reimbursement, the number of doses in a packaging (hereinafter – the size of the packaging). In addition the common medicinal product name, the code of the medicinal product in the anatomical therapeutic chemical classification with the defined daily dosage (hereinafter – the ATC/DDD classification), the pharmaceutical form and the strength of the medicinal product (amount of active substances in a dose) shall be indicated for medicinal products;
11.3. the disease, indicating the code of the diagnosis pursuant to the International Statistical Classification of Diseases and Related Health Problems (10th Revision) (hereinafter – ICD classification), and the target group of patients (group of patients with a specified diagnosis, for which the use of the relevant medicinal products or medical devices is justified), for whose medical treatment reimbursement of expenditures for the acquisition of medicinal products or medical devices should be evaluated.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
12. The applicant shall append the following documents and information to the application regarding the inclusion of medicinal products on the list of reimbursable medicinal products:
12.1. a summary of the clinical trials and the copies of publications, indicating a reference to a source that proves the therapeutic efficacy of such medicinal products and advantages in comparison with other alternative therapies available in Latvia (if an application is being submitted for the inclusion of a new common name for a medicinal product on the list of reimbursable medicinal products);
12.2. information on the sales price of the manufacturer of the medicinal products in the respective currency in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia and Hungary and in euros in conformity with the foreign currency exchange rate to be used in accounting on the day when the application is submitted;
12.3. the calculation of the anticipated consumption of funds granted for reimbursement, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity and the estimated turnover of the medicinal products to be sold in Latvia in accordance with the procedures of reimbursement;
12.4. the pharmaco-economic calculations in accordance with the economic assessment guidelines of medicinal products specified in Annex 3 to this Regulation (if an application is being submitted for inclusion of a new common name for a medicinal product on the list of reimbursable medicinal products);
12.5. a certification that the continuous presence of the reimbursable medicinal products on the market will be ensured;
12.6. an authorisation issued by the holder (owner) of the registration certificate of the medicinal products or the wholesaler of the medicinal products, if the applicant is the authorised representative of the holder (owner) of the registration certificate or the wholesaler of the medicinal products;
12.7. a document confirming that the applicant has registered in any of the European Economic Area Member States, as well as a document confirming the right of representation (copies);
12.8. information regarding the number of patients to whom the applicant intends to cover expenditures for the acquisition of the relevant medicinal products from his or her own resources if the medicinal products are to be included on List C;
12.9. [25 August 2009];
12.10. proposals on conditions of the contract referred to in Sub-paragraph 61.2 4 of this Regulation.
[25 August 2009; 9 October 2012; 10 September 2013]
13. Where medicinal products are being brought in and distributed in the territory of the Republic of Latvia in accordance with Section 10, Clause 7 of the Pharmaceutical Law, the applicant shall attach the following information to the application:
13.1. instructions on the use of the medicinal products in the official language and the original language;
13.2. the wholesale price in the currency of the state of manufacture and state of exportation and in euros in accordance with the foreign currency exchange rate to be used in accounting on the day when the application is submitted;
13.3. a certification that the continuous presence of the medicinal products on the market will be ensured;
13.4. the calculations regarding the probable amount of the medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in euros) and the number of patients per year;
13.5. an authorisation issued by the holder of the permit of the State Agency of Medicines for the bringing in of non-authorised medicinal products, where the application is being submitted by an authorised representative.
[25 August 2009; 10 September 2013]
14. Where the medicinal products are being distributed in parallel or parallel imported, an applicant shall attach the following information to the application:
14.1. the sales price of the manufacturer in the currency of the state of manufacture and state of exportation and in euros in accordance with the foreign currency exchange rate to be used in accounting on the day when the application is submitted;
14.2. a certification that the continuous presence of the medicinal products on the market will be ensured;
14.3. the calculations regarding the probable amount of the medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in euros) and the number of patients per year;
14.4. an authorisation issued by the parallel distributor or parallel importer, where the application is being submitted by the authorised representative.
[27 January 2009; 25 August 2009; 10 September 2013]
15. The applicant shall append the following documents and information to the application regarding inclusion of medical devices on the list of reimbursable medical devices:
15.1. information on the sales price of the manufacturer of the medicinal products in the respective currency in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia and Hungary and in euros in conformity with the foreign currency exchange rate to be used in accounting on the day when the application is submitted;
15.2. the calculation of the anticipated consumption of funds granted for reimbursement, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity and the estimated turnover of the medical devices to be sold in Latvia in accordance with the procedures of reimbursement;
15.3. a certification that the continuous presence of the reimbursable medical devices on the market will be ensured;
15.4. an authorisation issued by the holder (owner) of the registration certificate of the medical devices, if the application is being submitted by an authorised representative of the holder (owner) of the registration certificate;
15.5. a document confirming that the applicant has registered in any of the European Economic Area Member States, as well as a document confirming the right of representation (copies);
15.6. information on the number of patients to whom the applicant intends to cover expenditures for the acquisition of the relevant medical devices from his or her own resources if the medical devices are to be included on List C;
15.7. a description of the medical devices in Latvian;
15.8. a copy of the EC conformity declaration.
[25 August 2009; 29 March 2011; 10 September 2013; 21 October 2014]
16. The applicant shall append the following documents and information to the application on re-examination of reimbursement conditions for medicinal products:
16.1. a summary of the clinical trials and the copies of publications, indicating a reference to a source that proves the validity for re-examination of prescription conditions or inclusion of the medicinal products on another list for the particular diagnosis or target group of patients;
16.2. the calculation of the anticipated consumption of funds granted for reimbursement, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity and the estimated turnover of the medicinal products and medical devices to be sold in Latvia in accordance with the procedures of reimbursement, in changing the prescription conditions or including the medicinal products on other list;
16.3. the pharmaco-economic calculations in accordance with the economic assessment guidelines of medicinal products specified in Annex 3 to this Regulation, which justify the validity of re-examination of prescription conditions or inclusion of medicinal products on another list for the particular diagnosis or target group of patients;
16.4. information on the sales price of the manufacturer of the medicinal products in the respective currency in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia, and Hungary and in euros in conformity with the foreign currency exchange rate to be used in accounting on the day when the application is submitted.
[25 August 2009; 10 September 2013; 21 October 2014]
16.1 The applicant shall append the following documents and information to the application regarding re-examination of reimbursement conditions for medical devices:
16.1 1. a justification for re-examination of reimbursement conditions for the particular diagnosis or target group of patients or inclusion of the medical device on another list;
16.1 2. the calculation of the anticipated consumption of funds granted for reimbursement, including target groups of patients and the number of patients, as well as the calculation regarding the probable quantity and the estimated turnover of the medical devices to be sold in Latvia in accordance with the procedures for reimbursement, in changing the prescription conditions;
16.1 3. information on the sales price of the manufacturer of the medicinal products in the respective currency in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia, and Hungary and in euros in conformity with the foreign currency exchange rate to be used in accounting on the day when the application is submitted.
[25 August 2009; 10 September 2013; 21 October 2014]
16.2 The applicant shall append the following documents and information to an application regarding re-examination of the basic reimbursement price of medicinal products or medical devices:
16.2 1. a justification based on calculations regarding the changes in the manufacturer’s price or the basic reimbursement price. A justification for increase of the basic reimbursement price may be the growth of manufacturing costs, the changes in the currency exchange rate, the application of maximum surcharge of a wholesaler;
16.2 2. the calculation of the anticipated consumption of funds granted for reimbursement after changing of the basic reimbursement price, including the comparative therapy, target groups of patients and the number of patients, as well as the calculation regarding the probable quantity and the estimated turnover of the medicinal products and medical devices to be sold in Latvia in accordance with the procedures of reimbursement;
16.2 3. information on the sales price of the manufacturer of the medicinal products in the respective currency in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia, and Hungary and in euros in conformity with the foreign currency exchange rate to be used in accounting on the day when the application is submitted.
[25 August 2009; 10 September 2013; 21 October 2014]
16.3 An applicant shall indicate the name of medicinal products or medical devices, the registration number, the common name of the medicinal product, the strength of the medicinal product, the pharmaceutical form of the medicinal product, the size of the packaging, the basic reimbursement price, the basic reimbursement price reduced temporarily and the time from which the reduced basic reimbursement price will be applied, in the application on reducing the basic reimbursement price of medicinal products or medical devices temporarily. The temporarily reduced basic reimbursement price of medicinal products and medical devices of List A may not be lower than or equivalent to the reference prince already specified in the list of reimbursable medicinal products, or lower than the lowest offered price specified in accordance with Section 62.3 of this Regulation or equivalent thereto. The reduced basic reimbursement price shall be waived on the basis of the application of the applicant regarding the waiving of the reduced basic reimbursement price. If the reference medicinal products are deleted from the list of reimbursable medicinal products, the National Health Service shall increase the reduced basic reimbursement price so that it would conform to the criteria laid down in this Paragraph.
[7 August 2018]
17. The National Health Service, in addition to the documents and information referred to in Paragraphs 11, 12, 13, 14, 15, 16, 16.1, 16.2, and 16.3 of this Regulation, has the right to request additional information necessary for the taking of a decision.
[25 August 2009; 22 September 2009; 19 October 2011; 21 October 2014]
18. An applicant shall be responsible for the veracity of the data included in documents and information appended to an application. After registration of the application with the National Health Service, the applicant is not entitled to amend the information referred to in the application upon his or her own initiative. If the applicant wants to amend the information referred to in the application, the application shall be submitted anew. The previous application shall be cancelled (payment for the new application shall not be required).
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
18.1 An applicant shall immediately notify the National Health Service, if the name, the registration number, the holder (owner) or his or her authorised representative of the registration certificate of the medicinal products or medical devices included on the list of reimbursable medicinal products, have been changed.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
19. After registration of the application the National Health Service shall draw up an account in accordance with the pricing of the National Health Service.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
20. The National Health Service, on the basis of an application of an applicant, has the right to waive the charge for the evaluation of medicinal products or medical devices necessary for the inclusion thereof on the list of reimbursable medicinal products or the charge for the evaluation of the revision of reimbursement conditions, or the annual charge for maintaining medicinal products and medical devices in the list of reimbursable medicinal products if:
20.1. the turnover of the relevant medicinal products or medical devices within the scope of reimbursement procedures in the previous year have not exceeded EUR 2845.74, but they are substantially necessary for the provision of the treatment process;
20.2. the medicinal products are brought in and distributed in the territory of the Republic of Latvia in accordance with Section 10, Clause 7 of the Pharmaceutical Law.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011; 9 October 2012; 10 September 2013; 21 October 2014; 7 August 2018]
21. An applicant is allowed to submit an application regarding waiving of the charge referred to in Paragraph 20 of this Regulation at any time. If the National Health Service takes a decision to waive the charge referred to in Paragraph 20 of this Regulation, it shall not draw up an account for the performance of the relevant payment or shall cancel the account that has already been draw up. If the applicant has already paid for examination of the application or for the maintenance of the medicinal products or medical devices on the list of reimbursable medicinal products, he or she shall not be reimbursed the expenditure.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
22. In examining an application regarding the inclusion of medicinal products or medical devices on the list of reimbursable medicinal products, the National Health Service shall perform the following activities:
22.1. a medical assessment (for an application for including a new common name of medicinal products or a new combination of common names of medicinal products on the list of reimbursable medicinal products, revising the conditions for reimbursement, including a new pharmaceutical form) and shall evaluate:
22.1.1. the results of published clinical trials on the advantages of the therapeutic efficacy of the particular medicinal products within the scope of pharmaco-therapeutic group or diagnosis in respect of the mortality indicator or time period until the progression of the disease, frequency of chronic diseases, occurring of disability, reduction of hospitalisation cases, improvement of the condition of health, in comparison with another available type of medical treatment;
22.1.2. the compliance with the schemes developed by professional physicians’ associations for the treatment of specific diseases (hereinafter – treatment schemes) and international medical treatment guidelines;
22.1.3. the place of the medicinal products in the treatment scheme of the particular disease (for example, the medicinal products of first and second choice, the target groups of patients);
22.1.4. the correspondence of the pharmaceutical form and strength with the treatment scheme;
22.1.5. the correspondence of the size of the packaging with the course of treatment;
22.2. economic assessment and shall evaluate:
22.2.1. the treatment expenses, in using the relevant medicinal products or medical devices, and the effects thereof upon the funds granted for the health care including reimbursement (including the effects of possible adverse reactions caused by the use of the medicinal products or medical devices upon the course of treatment and the treatment costs);
22.2.2. therapeutic efficacy and costs of the new common medicinal product names in comparison with another type of available treatment in accordance with the economic assessment guidelines of medicinal products approved in Annex 3 to this Regulation;
22.2.3. the prices of medicinal products and medical devices in comparison with prices of the respective medicinal products and medical devices in the Czech Republic, Denmark, Estonia, Lithuania, Romania, Slovakia, and Hungary.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011; 9 October 2012; 21 October 2014]
23. Medicinal products shall be included on List A and List B, if they comply with the following criteria in addition to the requirements referred to in Sub-paragraphs 6.1 and 6.2 and Paragraph 7 of this Regulation:
23.1. the therapeutic efficacy and advantages in the treatment of any of the diseases referred to in Annex 1 to this Regulation have been proved to the medicinal product;
23.2. the use of the medicinal product complies with the treatment scheme or international treatment guidelines of the particular disease;
23.3. the pharmaceutical form and strength complies with the treatment scheme;
23.4. the size of the packaging corresponds with the course of treatment;
23.5. the costs of use of the medicinal product can be foreseen and commensurable with the anticipated therapeutic efficacy and with the funding granted for reimbursement in the respective year.
24. Medical devices shall be included on Lists A and B, if they comply with the following criteria in addition to the requirements referred to in Sub-paragraphs 6.1 and 6.2 and Paragraph 9 of this Regulation:
24.1. the therapeutic efficacy and advantages in the treatment of any of the diseases referred to in Annex 1 to this Regulation have been proved to the medical device;
24.2. the costs of use of the medical device can be foreseen and commensurable with the anticipated therapeutic efficacy and with the funds granted for the reimbursement in the respective year.
25. Medicinal products, the efficacy of which is higher, in comparison with another type of efficient treatment of available costs, but the inclusion of which on the list of reimbursable medicinal products might cause additional expenses from the funds granted for reimbursement, shall be included on the list of reimbursable medicinal products, applying the prescription conditions, as well as if it is allowed by the amount of the funds granted for the reimbursement.
26. The basic price of reimbursement (sales price of the wholesaler) for reimbursable medicinal products and medical devices and any medicinal products and medical devices partially or completely reimbursable from the funds of the State budget shall not exceed the price that is obtained by utilising the following formula:
KBC = KMRC + LP, where
KBC – the basic reimbursement price of the reimbursable medicinal products or medical devices in euros;
KMRC – the manufacturer’s price in euros of the reimbursable medicinal products or medical devices;
LP – the wholesaler’s mark-up in per cent (Annex 4).
[10 September 2013]
27. [15 May 2012]
28. The pharmacy price of reimbursable medicinal products and medical devices and any medicinal products and medical devices partially or completely reimbursable from the funds of the State budget shall be calculated by utilising the following formula:
KMAC = KBC x k + X + PVN, where
KMAC – the pharmacy price in euros of the reimbursable medicinal products or medical devices;
KBC – the basic price of reimbursement in euros;
K – the correction coefficient (Annex 5);
X – the correction amount in euros (Annex 5);
PVN – the calculated value added tax.
[10 September 2013]
29. A patient shall cover the difference between the pharmacy price of medicinal products or medical devices and the reimbursement sum or the third party or applicant — in the cases referred to in Paragraph 100.1 of this Regulation.
[9 October 2012]
29.1 Medicinal products and medical devices included on the list of reimbursable medicinal products shall be distributed in pharmacies only for the pharmacy price determined by the National Health Service, taking into account the procedures referred to in this Regulation.
[26 May 2015]
29.2 The National Health Service in conformity with the information provided by a pharmacy shall pay EUR 0.71 for each prescription (except those prescriptions against which non-reference medicinal products or medical devices included on the List A have been issued) within the framework of reimbursement procedures to the pharmacy which is operating as an individual pharmacy outside town and the turnover of which did not exceed EUR 71 143.59 in the previous year within 12 months. In order to receive a payment the owner of the pharmacy shall lodge a submission to the National Health Service attaching a document attesting the amount of the turnover.
[28 December 2010; 19 October 2011; 10 September 2013; 21 October 2014]
30. The price of reimbursable medicinal products or medical devices shall not be higher than the third lowest sales price of the manufacturer and the price of the wholesale trade of the medicinal products or medical devices in the Czech Republic, Denmark, Romania, Slovakia, and Hungary and shall not exceed the sales price of the manufacturer and the price of the wholesale trade of the medicinal products or medical devices in Estonia and Lithuania. The applicant shall, each year by 1 February, submit electronically to the National Health Service the information on the current prices of medicinal products (EUR) in the abovementioned countries and indicate them also in the currency of the relevant country, if necessary.
[9 October 2012; 7 August 2018]
30.1 The price of parallel distributed and parallel imported medicinal products shall be lower than the price of such reimbursable medicinal products, in relation to which parallel distribution or parallel importation has been carried out. The prices of other reimbursable medicinal products and medicinal products to be included on the list of reimbursable products shall not be compared to the prices of parallel distributed or parallel imported medicinal products.
[26 May 2015]
31. In carrying out non-interventional trials of medicinal products, the manufacturer of the medicinal products shall cover the expenditures related to the acquisition of the respective medicinal products and the surveillance of the use thereof.
IV. Inclusion of Medicinal Products and Medical Devices on List A and the Determination of the Reference Price
32. The medicinal products shall be included on List A:
32.1. within the scope of one common medicinal product name with the same type of administration and medical devices with the same type of use (medicinal products within the scope of one common name are considered as medicinal products of equal therapeutic efficacy, except in cases when as a result of clinic researches submitted by the applicant clinically significant differences in terms of therapeutic efficacy or adverse effects are proven compared to other medicinal products of the same common name included on the list of reimbursable medicinal products);
32.2. within the scope of pharmaco-therapeutic groups of the medicinal products (three to seven symbols in the ATC/DDD classification) if:
32.2.1. therapeutic efficacy of the medicinal products has been proved for the treatment of the same disease referred to in Annex 1 to this Regulation;
32.2.2. there are no clinically significant differences, taking into account the data of the clinical trials, therapeutic efficacy and adverse effects;
32.3. they are medicinal products of combined composition, the composition of which includes common medicinal product names or common medicinal product names of equal therapeutic efficacy included on the list of reimbursable medicinal products and advantages of the medicinal products of combined composition have not been proved in the clinical trials of the medicinal products within the meaning of therapeutic efficacy and adverse effects, in comparison with medicinal products to be used individually included in the composition thereof.
[27 March 2007; 25 August 2009; 9 October 2012; 7 August 2018]
33. Medicinal products on List A shall be classified in groups of equal therapeutic efficacy medicinal products, taking into account the pharmaceutical form, the strength of the medicinal products. The medicinal products which are intended for the commencement of therapy or for dosage titration (gradual diminishing or amplification of dosage of medicinal products) shall be classified in one group with the medicinal products of the nearest strength.
[25 August 2009; 20 September 2016 / Amendment to the first sentence of this Paragraph with regard to the deletion of words “as well as the compliance of the size of packaging with the treatment course” shall come into force on 1 April 2017. See Paragraph 2 of the amendments]
34. Medical devices on List A shall be classified in groups, taking into account their type of use.
[25 August 2009]
35. For each group of medicinal products or medical devices included on List A shall be calculated a reference price, which is the pharmacy price of the cheapest medicinal product or the cheapest medical device of an equal therapeutic efficacy group. The reference price shall be the ground for the calculation of the reimbursement sum.
[25 August 2009; 19 October 2011; 27 December 2011; 9 October 2012; 26 May 2015]
36. In order to calculate the reference price for the medicinal product and medical device included on List A, the following principles shall be applied:
36.1. the reference price shall be calculated for each medicinal product name, including the pharmaceutical form, strength, and for each medical device name;
36.2. the reference price shall be calculated for each medicinal product name on the basis of the treatment costs of the reference medicinal product name of equal therapeutic efficacy group in accordance with the daily dosage defined in the ATC/DDD classification, taking into account the pharmaceutical form, strength and size of the packaging;
36.3. if in accordance with the submitted clinical documentation the therapeutic daily dosage of medicinal products does not comply with the defined daily dosage in the ATC/DDD classification, the reference price shall be calculated on the basis of the therapeutic daily dosages;
36.4. the costs of one unit of different forms of medicinal products may differ from the costs of the tablet and capsule form of the medicinal products in accordance with the maximum admissible difference in costs indicated in Annex 6 to this Regulation;
36.5. the unit price of the one common name medicinal product with the stronger active substance shall be less than the unit price of the nearest medicinal product with the active substance of less strength;
36.6. [20 September 2016. See Paragraph 2 of the amendments]
36.7. the costs of medicinal products of combined composition may not exceed the amount of the cost of the cheapest medicinal product under the same common medicinal product name or common medicinal name of equal therapeutic efficacy included on the list of reimbursable medicinal products to be utilised separately.
[27 January 2009; 25 August 2009; 20 September 2016 / Amendment to Sub-paragraph 36.1 with regard to the deletion of words “and size of packaging” and amendment regarding deletion of Sub-paragraph 36.6 shall come into force on 1 April 2017. See Paragraph 2 of the amendments]
36.1 Within the scope of one reimbursement group the reimbursement price may be determined for several medicinal products or medical devices.
[26 May 2015]
37. The reimbursement sum for the medicinal products and medical devices included on List A shall form by applying the reimbursement sum specified in Annex 1 to this Regulation to the reference price.
37.1 In reviewing the reference price of the medicinal products or medical devices included on List A in accordance with the justification indicated in Paragraph 38 of this Regulation, the National Health Service shall indicate the relevant changes in the list of reimbursable medicinal products in the decision on such medicinal products or medical devices which cause changes to the reference price, without making amendments to decisions on other medicinal products or medical devices included in the relevant reference group (hereinafter – the non-reference medicinal products or medical devices).
[29 March 2011; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
38. The National Health Service shall revise the reference price of medicinal products and medical devices included on List A or the basic reimbursement price on the basis of:
38.1. the applicant’s application, to which the documents and information referred to in Paragraph 16.2 of this Regulation are appended;
38.2. a decision to include such medicinal products or medical devices on the list of reimbursable medicinal products, by using which the treatment costs are lower than the costs of medicinal products or medical devices already included on the list of reimbursable medicinal products;
38.3. the report of the Health Inspectorate or the information from the information system of the State Agency of Medicines that the reference medicinal products or reference medical devices are not permanently available on the market. In such case the reference price shall be re-calculated taking into account the following cheapest medicinal product or medical device price of the relevant group of medicinal products or medical devices of an equal therapeutic efficacy;
38.4. a decision to delete reference medicinal products and reference medical devices from the list of reimbursable medicinal products;
38.5. the classification in groups performed for the calculation of the reference price.
[1 April 2008; 27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011 / The new wording of Sub-paragraph 38.3 shall come into force on 1 January 2019. See Paragraph 2 of the amendments]
38.1 The National Health Service shall take a decision not to increase the basic reimbursement price of medicinal products and medical devices included on List A if:
38.1 1. the applicant has not provided a justification based on calculations for the increase of price;
38.1 2. due to revision of the price the foreseeable increase of costs is not commensurable with the funds granted for reimbursement;
38.1 3. the sales amounts of the respective medicinal products or medical devices within the scope of reimbursement procedures have increased by more than 10 % in the preceding year and reimbursement of such medicinal products and medical devices to patients with other diagnoses has not been started or the prescription conditions have been changed;
38.1 4. the manufacturer’s price or the reimbursement basic price of medicinal products or medical devices is higher than the third lowest sales price of the manufacturer or the price of the wholesale trade of the medicinal products or medical devices in the Czech Republic, Denmark, Romania, Slovakia, and Hungary or exceeds the sales price of the manufacturer and the price of the wholesale trade of these medicinal products or medical devices in Estonia and Lithuania.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011; 21 October 2014]
38.2 If the applicant applies to reduce the basic reimbursement price of the medicinal products or medical devices included on List A, determining it lower than the basic reimbursement price of the reference medicinal products and medical devices present in the relevant reference group, the basic reimbursement price of these medicinal products or medical devices shall be at least 5 % lower than the basic reimbursement price of the reference medicinal products or medical devices present in the relevant reference group on List A.
[27 December 2011; 7 August 2018]
38.3 If the applicant applies to include new medicinal products on List A and the National Health Service takes the decision referred to in Paragraph 45 of this Regulation to include the medicinal products present on List B into List A, the basic reimbursement price for the new reference medicinal products within the scope of one common medicinal product name shall be at least 30 % lower than the basic reimbursement price of the medicinal products present on List B. The basic reimbursement price of the subsequent two medicinal products to be included on List A within the scope of one common medicinal product name shall be at least 10 % lower than the basic reimbursement price of the reference medicinal products or the cheaper medicinal products present on the relevant reference group on List A. Hereinafter the basic reimbursement price of the medicinal products to be included on List A within the scope of one common medicinal product name shall be at least 5 % lower than the basic reimbursement price of the reference medicinal products or the cheaper medicinal products present on the relevant reference group on List A.
[7 August 2018]
38.4 If the applicant submits a justified application to the National Health Service, at least one month prior to interruption of the supplies of reference medicinal products or medical devices, regarding interruption of the supplies for a time period from one month to three months, the relevant medicinal products or medical devices shall not be deleted from the list of reimbursable medicinal products, but the subsequent cheapest reimbursable medicinal products or medical devices of the relevant group available in Latvia shall be determined as the reference medicinal products or medical devices for this period of time. If the applicant fails to ensure continuous and uninterrupted availability of the reference medicinal products or medical devices on the market of Latvia without submitting a justified application regarding foreseeable interruption of supplies, the relevant medicinal products or medical devices shall be deleted from the list of reimbursable medicinal products.
[21 October 2014]
38.5 [27 December 2011]
38.6 If the applicant applies inclusion of a new medical device on List A of reimbursable medicinal products, the basic reimbursement price of such medical device must be at least 5 % lower than the basic reimbursement price of the reference medical devices present in the relevant reference group of List A.
[21 October 2014]
V. Inclusion of Medicinal Products and Medical Devices on List B
39. Medicinal products shall be included on List B if in addition to the criteria referred to in Paragraph 23 of this Regulation the price of the medicinal products is justified by calculations performed in accordance with the guidelines for the economic assessment of medicinal products included in Annex 3 to this Regulation. The calculations include the costs for one unit of an additionally obtained result of therapeutic efficacy (incremental cost-effectiveness ratio) – for a life-year gained, a life-year without progression of the disease or, if the abovementioned indicators are not available, for acquired quality-adjusted life year. The cost-effectiveness of the medicinal products shall be proved in relation to the health care system at large or a specific group of patients. The incremental cost-effectiveness ratio for an additionally gained life-year, a life-year without progression of the disease or quality-adjusted life year shall not exceed triple gross domestic product per capita in the previous year or in the last year for which the data is available (the data available on the website of the Central Statistical Bureau regarding the gross domestic product in current prices).
[7 August 2018]
40. The reimbursement sum for the medicinal products and medical devices included on List B shall form by applying the reimbursement sum specified in Annex 1 to this Regulation to the pharmacy price.
41. In determining the basic reimbursement price of medicinal products to be included on List B, costs of medicinal products within the scope of one common medicinal product name shall be assessed and the following conditions shall be taken into account:
41.1. the costs of different forms of medicinal products may differ from the costs of the tablet and capsule form of the medicinal products in accordance with the maximum difference of costs indicated in Annex 6 to this Regulation, calculating according to the daily therapeutic dosage of the medicinal products as defined in the ATC/DDD classification. If according to the submitted clinical documentation the therapeutic daily dosage does not comply with the defined daily dosage in the ATC/DDD classification, the price shall be calculated on the basis of dosages referred to in the submitted clinical documentation;
41.2. the unit price of a medicinal product with a stronger active substance shall be lower than the unit price of the nearest medicinal product with the active substance of less strength;
41.3. the unit price of a medicinal product of equal strength with a larger number of units in a packaging shall be less than the unit price of the nearest smaller packaging medicinal product;
41.4. [27 March 2007].
42. [7 August 2018]
43. The National Health Service has the right to revise the approved basic reimbursement price of medicinal products and medical devices included on List B in the following cases:
43.1. the applicant’s application, to which the documents and information referred to in Paragraph 16.2 of this Regulation are appended, has been received;
43.2. the increase of the sales amount exceeds more than 10 % a year, except in cases where reimbursement of such medicinal products and medical devices to patients with other diagnoses has been started or the prescription conditions have been changed in the indicated period of time;
43.3. medicinal products or medical devices of therapeutic or superior efficacy with lower costs have been included on the list of reimbursable medicinal products.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
44. The National Health Service shall take a decision not to increase the basic reimbursement price of medicinal products and medical devices included on List B if:
44.1. the applicant has not submitted a corresponding justification based on calculations for the increase of the price;
44.2. the sales amounts of the respective medicinal products or medical devices within the scope of reimbursement procedures have increased by more than 10 % in the preceding year and reimbursement of such medicinal products and medical devices to patients with other diagnoses has not been started or the prescription conditions have been changed;
44.3. medicinal products or medical devices of of equal therapeutic efficacy with lower costs are on the list of reimbursable medicinal products;
44.4. due to revision of the price the foreseeable increase of costs is not commensurable with the funds granted for reimbursement;
44.5. the manufacturer’s price or the basic reimbursement price of medicinal products or medical devices is higher than the third lowest sales price of the manufacturer or the price of the wholesale trade of the medicinal products or medical devices in the Czech Republic, Denmark, Romania, Slovakia, and Hungary or exceeds the sales price of the manufacturer or the price of the wholesale trade of these medicinal products or medical devices in Estonia and Lithuania.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011; 21 October 2014]
44.1 If the applicant applies to reduce the basic reimbursable price of medicinal products included on List B within two years before expiry of the patent protection, the reduction of the price shall be at least by 20 %.
[28 December 2010; 19 October 2011; 21 October 2014; 26 May 2015]
44.2 If the basic reimbursement price of medicinal products or medical devices is reduced for a definite time period on the basis of the application referred to in Paragraph 16.3 of this Regulation, the requirements of Paragraph 44.1 of this Regulation shall not be applied.
[29 March 2011]
45. The National Health Service shall take a decision to include the medicinal products and medical devices, which are on List B, on List A, if a decision to include a new medicinal product name of equal therapeutic efficacy, common medicinal product name or new medical devices with the same indication of the use and type of the use on the list of reimbursable medicinal products has been taken. If in re-assessing the conformity of the medicinal products and medical devices included on the list of reimbursable medicinal products with the requirements and criteria referred to in this Regulation, the National Health Service establishes that the common name of a medicinal product of equal therapeutic efficacy or a medical device with the same type of the use is on the list of reimbursable medicinal products, the National Health Service shall take a decision to include the medicinal products or medical devices currently on List B into List A.
[25 August 2009; 22 September 2009; 8 June 2010; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
45.1 If, in performing an annual data analysis, the National Health Service detects that the increase in the sales volume of the particular medicinal products or medical devices included on the List B, reimbursement of the acquisition expenditures of which has been commenced before at least three years, exceeds 10 % from the relevant indicator of the previous year, except cases if the contract referred to in Sub-paragraph 61.2.4 of this Regulation or a sales volume contract has been entered into or reimbursement of the acquisition expenditures of such medicinal products or medical devices with other diagnosis has been commenced, or the prescription conditions have been changed, the National Health Service shall inform the applicant regarding excess of the increase in sales volume. If the applicant does not enter into the contract referred to in Sub-paragraph 61.2.4 of this Regulation or a sales volume contract within two months from receipt of information from the National Health Service, but the increase in the sales volume exceeds 10 % the National Health Service shall take a decision and write out an invoice regarding the payment to be made. The amount of the payment shall be determined, using the following formula:
P = PAx – (Payy + 10 %) – PVN – AU – LU, where
P – the amount of the payment;
PAx – the sales volume in the previous year;
PAy – the sales volume prior to the previous year;
PVN – the calculated value added tax;
AU – the amount of the added price of pharmacies, which has been calculated in accordance with Paragraph 28 of this Regulation;
LU – the amount of the added price of pharmacies, which has been calculated in accordance with Paragraph 26 of this Regulation.
[21 October 2014 / Paragraph shall come into force on 1 January 2016. See Paragraph 128]
VI. Inclusion of Medicinal Products and Medical Devices on List C
46. Medicinal products and medical devices shall be included on List C, if an applicant undertakes to cover the expenditures towards reimbursement of medicinal products for a definite number of patients from his or her own resources in amount of not less than 10 % of the number of patients specified in Sub-paragraph 47.1 of this Regulation or of the estimated turnover of medicinal products or medical devices within the scope of reimbursement system of expenditures for the acquisition of the medicinal products and if they comply with the conditions referred to in Sub-paragraph 6.3, Paragraphs 39 and 41 of this Regulation and the following criteria:
46.1. the medicinal products or medical devices have proven therapeutic efficacy in the reduction of mortality or consequences of life-threatening diseases or diseases causing irreversible disability;
46.2. the incremental cost-effectiveness ratio for an additionally gained life-year, a life-year without progression of the disease or quality-adjusted life year shall not exceed triple gross domestic product per capita in the previous year or in the last year for which the data is available (the data available on the website of the Central Statistical Bureau regarding the gross domestic product in current prices);
46.3. the number of patients who need reimbursement of expenses towards the purchase of the relevant medicinal products or medical devices can be foreseen.
[25 August 2009; 9 October 2012]
47. In including medicinal products and medical devices on List C, the National Health Service shall determine:
47.1. the number of patients to whom the expenditures for the acquisition of the relevant medicinal products or medical devices will be reimbursed from the reimbursement funds granted for the relevant year, including patients for whom the medical treatment started in the previous year must be completed in the subsequent year;
47.2. the number of patients to whom the expenditures for the acquisition of the relevant medicinal products or medical devices will be covered by the applicant from its own resources, including patients for whom the medical treatment started in the previous year must be completed in the subsequent year;
47.3. the percentage of the reimbursement funds granted for the relevant year and intended for reimbursement and of the resources of the applicant.
[28 December 2010; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
48. The National Health Service has the right to review the number of patients, if the data of analysis performed thereby provides for the possibilities for reimbursement of expenditures for the acquisition of the particular medicinal products or medical devices within the scope of the planned resources for a larger number of patients.
[19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
49. If applications of several applicants have been received regarding one common medicinal product name, the National Health Service shall take a favourable decision regarding the economically more profitable offer, taking into account the treatment costs of one patient, on the basis of the pharmacy price and the total number of patients, to whom it is possible to ensure reimbursement of medicinal products within the framework of a calendar year.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
50. The National Health Service has the right to take a decision on the inclusion of medicinal products and medical devices from List C on List B in one of the following cases:
50.1. if an application regarding the reduction of the basic reimbursement price has been received and the prescription conditions referred to in Paragraph 55 of this Regulation are sufficient in order to restrict the number of patients according to the funds granted for reimbursement;
50.2. the offer of an applicant referred to in Sub-paragraph 61.2 4 of this Regulation to enter into a contract regarding financial participation in provision of reimbursement has been entered into, providing for covering of the increase in the utilisation of the funds granted for reimbursement in comparison to the relevant period, in which the medicinal products were on List C.
[21 October 2014]
50.1 The National Health Service has the right to take on the inclusion of medicinal products and medical devices from List C on List A in one of the following cases:
50.1 1. an application regarding the inclusion of medicinal products of equal therapeutic efficacy or medical devices with the same type of the use on the list of reimbursable medicinal products has been received and the prescription conditions referred to in Paragraph 55 of this Regulation are sufficient in order to restrict the number of patients according to the funds granted for reimbursement;
50.1 2. an application regarding the inclusion of medicinal products of equal therapeutic efficacy or medical devices with the same type of use on the list of reimbursable medicinal products with an offer of the applicant to enter into a contract regarding financial participation in the provision of reimbursement in accordance with the procedures referred to in Sub-paragraph 61.2 4 of this Regulation has been received and the prescription conditions referred to in Paragraph 55 of this Regulation are sufficient in order to restrict the number of patients according to the funds granted for reimbursement.
[21 October 2014]
51. The National Health Service has the right to review the basic reimbursement price and reimbursement conditions of medicinal products and medical devices included on List C, if the information regarding changes in prices for these medicinal products and medical devices in other states is at the disposal of the National Health Service.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
52. The reimbursement sum for the medicinal products and medical devices included on List C shall be formed by applying the reimbursement sum specified in Annex 1 to this Regulation to the pharmacy price.
VII. Taking and Announcement of Decisions
53. The National Health Service shall examine an application for inclusion of medicinal products or medical devices on the list of reimbursable medicinal products, revision of reimbursement conditions or inclusion of medicinal products on another list and take a decision within 180 days after registration of the application, not including the period of time that was necessary for the receipt of the supplementary information referred to in Paragraph 17 of this Regulation and the period of time from drawing up of a bill until payment thereof (if the applicant has not paid for examination of the application within three months after sending of the bill, the National Health Service shall not examine the application and shall inform the applicant thereof). While examining the application the belonging of medicinal products and medical devices to List A, B or C, the basic reimbursement price and the pharmacy price for all medicinal products and medical devices to be included shall be determined, as well as the reference price for medicinal products and medical devices to be included on List A shall be calculated.
[25 August 2009; 22 September 2009; 29 March 2011; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
54. The National Health Service shall examine an application for the revision of the basic reimbursement price of medicinal products and medical devices and take a decision within 90 days after registration of the application, excluding the time period that is necessary for receipt of additional information.
[25 August 2009; 22 September 2009; 19 October 2011; 21 October 2014]
55. The National Health Service shall take a decision regarding the diseases referred to in Annex 1 to this Regulation, for treatment of which expenditures for the acquisition of medicinal products or medical devices will be reimbursed from the funds granted for reimbursement. Limitations for prescribing or prescription conditions of reimbursable medicinal products or medical devices shall be determined in the following cases:
55.1. the reimbursement of medicinal products or medical devices is clinically justified and costs are efficient only to a specific target group of patients;
55.2. the advantages of such medicinal products have been proved to a specific group of patients in the clinical trials of the medicinal products, but costs of the medicinal products are higher than the costs of other medicinal products in the respective pharmaco-therapeutic group of medicinal products (three-five symbols in the ATC/DDD classification);
55.3. supervision of a specific expert is required for the use of the medicinal products, thus administration thereof is within the competence of an expert of the relevant treatment field (the expert determines the treatment, but henceforth the medicinal products may be prescribed and use thereof may be monitored by a family doctor) or only an expert is entitled to prescribe the medicinal products;
55.4. the anticipated costs of reimbursement of medicinal products or medical devices increase the funding granted for reimbursement for the acquisition of medicinal products in the respective year.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
56. A decision to revise reimbursement conditions shall be taken in accordance with the requirements and criteria specified in this Regulation, as well as on the basis of:
56.1. the analysis of the results of the clinical trials on the medicinal products;
56.2. the evaluation of the impact on the funds granted for reimbursement;
56.3. the results of evaluation of pharmaco-economic calculations obtained in accordance with the guidelines for the economic assessment of medicinal products included in Annex 3 to this Regulation and that include the calculation of the costs for one unit of an additionally obtained result of therapeutic efficacy (incremental cost-effectiveness ratio) – for a life-year gained, a life-year without progression of the disease or, if the abovementioned indicators are not available, for acquired quality-adjusted life year, as well as proved cost-effectiveness of the medicinal products for the treatment of a particular disease or a target group of patients.
[25 August 2009; 7 August 2018]
56.1 A decision to revise reimbursement conditions of medical devices shall be taken in accordance with the requirements and criteria specified in this Regulation, as well as taking into account the submitted justification for the revision of reimbursement conditions and by evaluating the impact on the funds granted for reimbursement.
[25 August 2009]
57. In addition to the information specified in the Administrative Procedure Law the following information shall be indicated in the decision to include medicinal products and medical devices on the list of reimbursable medicinal products:
57.1. the time period of inclusion of the medicinal products or medical devices (the time period, during which the medicinal products or medical devices are on the list of reimbursable medicinal products), if the medicinal products or medical devices are included for a specified time period;
57.2. the basic reimbursement price and the pharmacy price of the medicinal products or medical devices, also the reference price — for List A;
57.3. the diseases, for the treatment of which expenditures for the acquisition of the particular medicinal products and medical devices will be reimbursed;
57.4. the prescription conditions of the particular medicinal products or medical devices (if required in accordance with Paragraph 55 of this Regulation);
57.5. the time of coming into force of the decision.
[25 August 2009]
58. In the decision to include medicinal products and medical devices on List C, in addition to the information referred to in Paragraph 57 of this Regulation, the National Health Service shall indicate the information referred to in Paragraph 47 of this Regulation, as well as the maximum permissible number of patients which is determined on the basis of the average expenditures for medical treatment of patients of the relevant diagnosis treated with particular medicinal products in the previous year in conformity with the funds provided for in Sub-paragraph 71.2 of this Regulation.
[28 December 2010; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
59. The National Health Service, within 30 days after taking of the decision to include medicinal products or medical devices on List C, shall prepare and enter into a contract with the applicant regarding the supply of the quantity of the particular medicinal products or medical devices to a medical treatment institution free of charge, with which the National Health Service has entered into a contract regarding the provision of health care services.
[19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of amendments]
60. The National Health Service shall publish a decision to include medicinal products or medical devices on List C in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia]. The decision of the National Health Service to include medicinal products or medical devices on List C shall enter into effect on the day of publication thereof in the newspaper Latvijas Vēstnesis.
[19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of amendments]
61. Medicinal products and medical devices for the treatment of particular diseases shall be included on the list of reimbursable medicinal products for an indefinite period of time (except the cases when the time period for inclusion is determined initially) until taking of a decision to delete medicinal products or medical devices from the list of reimbursable medicinal products.
[25 August 2009]
61.1 The National Health Service shall evaluate the conditions for reimbursement of medicinal products and medical devices included on the list of reimbursable medicinal products and take a decision to revise conditions for reimbursement of medicinal products and medical devices on the basis of the clinical and economic efficiency assessment of medicinal products or medical devices, as well as the evaluation of the impact on the funds granted for reimbursement.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
61.2 The National Health Service has the right:
61.2 1. to repeatedly assess the compliance of medicinal products and medical devices included on the list of reimbursable products with the requirements and criteria specified in this Regulation. If the National Health Service determines non-compliance of medicinal products or medical devices with this Regulation, it shall send a notification to an applicant. If, in repeatedly assessing the compliance of medicinal products or medical devices included on the list of reimbursable products with the requirements referred to in Paragraph 30 of this Regulation, the National Health Service detects a non-compliance, the National Health Service has the right to determine the price of such medicinal products or medical devices for a time period up to two years, unless the applicant has proved that the indicated prices comply with the actual prices at the time of assessment in the countries referred to in Paragraph 30 of this Regulation. The price shall be reduced to the third lowest sales price of the manufacturer or wholesale price in the Czech Republic, Denmark, Romania, Slovakia, and Hungary or to the sales price of the manufacturer or wholesale price of such medicinal products or medical devices in Estonia and Lithuania depending on the lowest price;
61.2 2. to include medicinal products and medical devices on the list of reimbursable medicinal products for a definite time period;
61.2 3. on the basis of the application referred to in Paragraph 16.3 of this Regulation, take a decision to reduce the basic reimbursement price and the pharmacy price of reimbursable medicinal products or medical devices for a definite time period;
61.2 4. after evaluation of proposals by the applicant to enter into a contract with the applicant regarding financial participation in the ensuring of reimbursement of medicinal products included on the list of reimbursable medicinal products, as well as in the ensuring of reimbursement for individual persons.
[25 August 2009; 22 September 2009; 29 March 2011; 19 October 2011; 27 December 2011; 9 October 2012; 21 October 2014]
62. The National Health Service shall not include medicinal products and medical devices on the list of reimbursable medicinal products and revise reimbursement conditions upon initiative of the applicant if:
62.1. the inclusion of medicinal products or medical devices on the list of reimbursable medicinal products or revision of reimbursement conditions does not comply with the requirements and criteria referred to in this Regulation;
62.2. the supplementary resources of the State budget are required for inclusion of the medicinal products or medical devices on the list of reimbursable medicinal products, but they are not commensurable with the funds granted for the reimbursement in the relevant year;
62.3. the use of the medicinal products or medical devices fails to comply with the outpatient medical treatment.
[27 January 2009; 25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
62.1 The National Health Service shall introduce the changes in the list of reimbursable medicinal products resulting in the change in the reference price of the medicinal products and medical devices included on List A of reimbursable products four times a year – on 1 January, 1 April, 1 July, and 1 October. Other changes in the list of reimbursable medicinal products shall be introduced by the National Health Service once a month – on the first date of each month.
[7 August 2018]
62.2 To revise the basic reimbursement price in accordance with Paragraph 38.2 of this Regulation, the application for revision of the basic reimbursement price shall be submitted until 30 September (if changes are intended from 1 January), until 30 December (if changes are intended from 1 April), until 31 March (if changes are intended from 1 July), and until 30 June (if changes are intended from 1 October).
[7 August 2018]
62.3 The application for the revision of the basic reimbursement price of medicinal products and medical devices included in the List A of reimbursable medicinal products to the lowest price offered shall be submitted at least 45 days prior to the first date of the month on which the changes are intended to come into effect.
[7 August 2018]
62.4 The procedure referred to in Paragraph 62.2 of this Regulation shall not be applied for the revision of the basic reimbursement price with reduction for a definite time period.
[26 June 2012]
62.5 Information regarding the received applications for the inclusion of medicinal products and medical devices into the list of reimbursable medicinal products, and also for the revision of the basic reimbursement price shall be posted by the National Health Service, within three working days after the receipt of application, on its website under the section “Reimbursable medicinal products”.
[7 August 2018]
63. The National Health Service shall take a decision to delete medicinal products and medical devices from the list of reimbursable medicinal products if:
63.1. the medicinal products and medical devices have been withdrawn from the market or the distribution thereof has been prohibited in accordance with the procedures laid down in laws and regulations on the distribution of medicinal products;
63.2. the basic price of reimbursement is not complied with, which is confirmed by a report of the Health Inspectorate;
63.3. the applicant does not ensure the continuous presence of the reimbursable medicinal products and medical devices on the market, which is confirmed by a report of the Health Inspectorate or the information from the information system of the State Agency of Medicines;
63.4. the applicant has not paid the account for the maintenance of the medicinal products and medical devices on the list of reimbursable medicinal products within two months after the receipt of the account;
63.5. the applicant has submitted an application regarding deletion of the medicinal products or medical devices from the list of reimbursable medicinal products;
63.6. the applicant does not fulfil the conditions referred to in Sub-paragraphs 47.2 and 47.3 and Paragraph 57 of this Regulation, the conditions of the decision referred to in Paragraph 57 of this Regulation, or the conditions of the contract entered into with the National Health Service and referred to in Paragraph 59 or Sub-paragraph 61.2 4 of this Regulation;
63.7. the applicant does not submit an application for elimination of non-compliance within a month after sending of the warning of the National Health Service referred to in Sub-paragraph 61.2 1 of this Regulation;
63.8. the increase in the sales volume of particular medicinal products or medical devices included on List B of the applicant exceeds 10 % from the sales volume of the previous period and the applicant has not entered into the contract referred to in Sub-paragraph 61.2 4 of this Regulation or has not performed the payment referred to in Paragraph 45.1 of this Regulation.
[1 April 2008; 25 August 2009; 22 September 2009; 28 December 2010; 19 October 2011; 21 October 2014; 7 August 2018 / The new wording of Sub-paragraph 63.3 shall come into force on 1 January 2019. See Paragraph 2 of the amendments]
64. The National Health Service shall inform the applicant in writing regarding the decision taken and post the relevant information on the Internet site thereof within 10 days after taking of the decision, as well as inform the Ministry of Health thereof 15 days before the entering into effect of the decision. The National Health Service shall publish the changes in the list of reimbursable medicinal products, as well as the part of the decision to include medicinal products on List C in the newspaper Latvijas Vēstnesis.
[19 October 2011 / The new wording of this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
64.1 The National Health Service shall notify electronically the decision on the medicinal products or medical devices which caused changes in the reference price to the applicants of non-reference medicinal products or medical devices.
[29 March 2011; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
64.2 The National Health Service shall notify the decision referred to in Sub-paragraph 61.2 3 of this Regulation to reduce the basic reimbursement price and the pharmacy price for a definite time period to the applicant, the Ministry of Health, the Health Inspectorate, pharmacies, which are in contractual relations with the National Health Service, and medicinal product wholesalers electronically not later than 15 days before the application of reduced price, without making any changes in the list of reimbursable medicinal products.
[19 October 2011; 27 December 2011; 26 May 2015]
64.3 The National Health Service shall, 15 days prior to the day of entering into effect of the updated list of reimbursable medicinal products, post the new list of reimbursable medicinal products on the website with an indication as to the date of entry into effect thereof, without indicating the basic reimbursement price temporarily reduced in accordance with Paragraph 16.3 of this Regulation.
[26 May 2015]
65. The applicant has the right to contest the decision of the National Health Service to the Ministry of Health in accordance with the procedures laid down in the Administrative Procedure Law. A decision of the Ministry of Health may be appealed to a court.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
66. The State Pharmacy Inspection shall control the compliance with the procedures for reimbursement by the undertakings of pharmaceutical activity and shall inform the National Health Service in writing regarding any violations determined.
[1 April 2008; 25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
VIII. Reimbursement of Medicinal Products Included on List C
67. After entering into effect of the decision to include medicinal products or medical devices on List C, the National Health Service shall take a decision to reimburse medicinal products and medical devices included on List C, if a letter signed by the head of medical treatment institution – the limited liability company Riga Eastern Clinical University Hospital, the State limited liability company Pauls Stradiņš Clinical University Hospital, the State limited liability company Children’s Clinical University Hospital, the limited liability company Daugavpils Regional Hospital, the limited liability company Liepājas reģionālā slimnīca [Liepāja Regional Hospital], or the State limited liability company Piejūras slimnīca [Maritime Hospital] – to which a decision by the council of experts of the relevant field of medical treatment is appended on necessity of using the particular medicinal products or medical devices for a particular patient, indicating in the decision the diagnosis, the code of the diagnosis according to the ICD classification, the medicinal product name, the pharmaceutical form, the strength, dose, or the type of the medical device, the justification of using the medicinal products or medical devices, the recommended duration of the treatment course, and required amount of medicinal products. The National Health Service shall send the decision to the patient and inform the particular medical treatment institution.
[28 December 2010; 19 October 2011; 15 May 2012; 20 September 2016]
67.1 The National Health Service shall refuse reimbursement of medicinal products and medical devices included on List C, if:
67.1 1. the particular case does not conform to the requirements referred to in Paragraph 67 of this Regulation;
67.1 2. the particular case does not conform to the conditions for prescribing medicinal products or medical devices laid down in the decision to include medicinal products and medical devices on List C;
67.1 3. the number of patients laid down in the decision to include medicinal products and medical devices on List C has been reached.
[28 December 2010; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
67.2 If the number of patients specified in the decision to include medicinal products or medical devices on List C has been reached, however, the particular case conforms to the conditions for prescribing medicinal products or medical devices specified in the abovementioned decision and the requirements referred to in Paragraph 67 of this Regulation, the National Health Service shall extend the time period for taking of a decision on reimbursement of medicinal products or medical devices included on List C until the time when the number of patients specified in the decision to include medicinal products and medical devices on List C is extended.
[26 May 2015]
68. The applicant shall cover no less than 10 % from the amount of medicinal products necessary for every patient at the beginning of medical treatment process or the expenditures for every other patient from its own resources until the number of patients indicated in the decision of the National Health Service is reached, to whom expenditures for the acquisition of the relevant medicinal products or medical devices are covered by the applicant from its own resources in accordance with Sub-paragraph 47.2 and Paragraph 58 of this Regulation. After taking of a positive decision to reimburse medicinal products and medical devices included on List C, the National Health Service shall inform the applicant in writing, indicating the medical treatment institution, to which the applicant supplies medicinal products or medical devices according to the contract entered into. The applicant shall reimburse the expenditures for the acquisition of medicinal products or medical devices until the end of the time period indicated in the decision by the council of the medical treatment institution referred to in Paragraph 67 of this Regulation.
[28 December 2010; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
68.1 Delivery of and payment for the medicinal products of List C for parenteral administration intended for treatment of diseases referred to in Annex 1, Paragraph 5 shall be carried out in accordance with the following procedures:
68.1 1. according to the decision of the National Health Service on the reimbursement of medicinal products included on List C the medical treatment institution shall request the medicinal products for the specific patient from the medicinal product wholesaler;
68.1 2. the medicinal product wholesaler, upon the request of the medical treatment institution, shall deliver the medicinal products to the relevant medical treatment institution according to the determined basic reimbursement price;
68.1 3. the medical treatment institution shall submit to the National Health Service the invoice and the report on the use of medicinal products, indicating in the report the information regarding the amount of medicinal products used for the specific patient;
68.1 4. following the receipt of the invoice and the report, the National Health Service shall perform the settlement with the medical treatment institution;
68.1 5. the medical treatment institution shall settle with the medicinal product wholesaler for the delivered amount of medicinal products.
[19 December 2017 / Paragraph shall come into force on 1 July 2018. See Paragraph 3 of the amendments]
69. The National Health Service shall register all decisions of the doctors’ councils, which are received regarding the necessity of utilisation of medicinal products and medical devices included on List C, and shall indicate:
69.1. the patients for whose medicinal products or medical devices used the payment is performed from the funds granted for reimbursement;
69.2. the patients for whose medicinal products or medical devices used the payment is performed from the resources of the applicant;
69.3. the medical practitioner (the medical treatment institution) who prescribes the relevant medicinal products or medical devices;
69.4. the duration and costs of the treatment course.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
70. If a patient has discontinued the utilisation of the relevant medicinal products or medical devices or has received a complete treatment course, the particular medical treatment institution shall inform the National Health Service thereof within 10 days after discontinuing of utilisation of the medicinal products or medical devices. The National Health Service shall inform the particular medical treatment institution about the possibilities to start the use of medicinal products or the utilisation of medical devices to the next patient pursuant to the registered decision of the council.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
IX. Supervision of Financial Resources
71. The National Health Service shall administer the funds granted for the reimbursement. In planning the distribution of the financial resources granted, the following conditions shall be taken into account:
71.1. resources for the reimbursement of expenditures for the acquisition of medicinal products and medical devices to individual patients shall be provided for in accordance with Paragraph 99 of this Regulation;
71.2. resources for the reimbursement of expenditures for the acquisition of medicinal products and medical devices included on List C shall be provided for;
71.3. resources for patients to whom, according to the prescription conditions, the medicinal products may be prescribed only by specialists of the particular medical treatment institution, shall be provided for;
71.4. a 5 % reserve shall be planned, deducting the resources referred to in Sub-paragraphs 71.1, 71.2, 71.3, 71.6, and 71.7 of this Regulation from the total financial resources;
71.5. financial resources for the prescribing of reimbursable medicinal products and medical devices, which is performed by the doctors referred to in Paragraph 84 of this Regulation, shall be planned, deducting the resources referred to in Sub-paragraphs 71.1, 71.2, 71.3, 71.4, and 71.7 of this Regulation from the total financial resources;
71.6. resources shall be provided for persons in imprisonment;
71.7. resources shall be provided for the reimbursement of expenditures for the acquisition of the List M medicinal products.
[25 August 2009; 19 October 2011; 24 July 2012 / Amendments to this Paragraph shall come into force from 1 September 2012. See Paragraph 3 of the amendments]
72. The National Health Service shall obtain information regarding the amount of the necessary financial resources:
72.1. in the case referred to in Sub-paragraph 71.3 of this Regulation – by multiplying the anticipated number of patients (taking into account the management information system data regarding the previous period) by the amount of financial resources provided for one patient in the subsequent calendar year;
72.2. in the case referred to in Sub-paragraph 71.6 of this Regulation – by multiplying the anticipated number of patients laid down by the Prison Administration in diagnoses and groups of diagnoses by the amount of financial resources utilised in the State for one patient in the relevant diagnosis or group of diagnosis.
[19 October 2011 / The new wording of this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
73. The resources referred to in Sub-paragraph 71.5 of this Regulation shall be calculated on the basis of the following indicators:
73.1. the expenses of the previous period for the covering of expenditures for the acquisition of the relevant medicinal products or medical devices (if a time period shorter than 12 months is used for calculations, the obtained data shall be re-calculated in proportion, related to 12 months);
73.2. the assessment regarding treatment costs and the impact thereof on the funds granted for reimbursement performed by the National Health Service according to Sub-paragraph 22.2.1 of this Regulation, if it is intended to include new medicinal products or medical devices on the list of reimbursable medicinal products or it is intended to make any changes in the list of reimbursable medicinal products.
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
74. The medicinal products and medical devices referred to in Sub-paragraph 71.5 of this Regulation and the amount of financial resources planned for the reimbursement of expenditures for the acquisition thereof shall form a speciality group of reimbursable medicinal products – medicinal products or medical devices that are prescribed by a medical practitioner of the respective speciality or a family doctor.
75. The National Health Service shall revise the list of the medicinal products and medical devices included in the speciality group of reimbursable medicinal products and the financial resources intended for the relevant group, if a decision is taken on changes in the list of reimbursable medicinal products.
[19 October 2011 / The new wording of this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of amendments]
76. The National Health Service shall indicate in the contracts with medical treatment institutions the amount of the planned financial resources for the prescription of reimbursable medicinal products and medical devices in the medical treatment institution and the medical treatment institution shall, in signing the contract, undertake to observe it. Once per quarter the National Health Service shall compile the information regarding the amount in euros for the prescription of reimbursable medicinal products and medical devices per one patient broken down by specialities and diagnosis. If the amount of medicinal products in euros prescribed by a doctor for one patient with a certain diagnosis exceeds the average indicator in the relevant speciality or diagnosis more than 30%, the National Health Service shall inform the medical treatment institution and the Health Inspectorate thereof.
[27 January 2009; 25 August 2009; 19 October 2011; 10 September 2013]
77. The amount of finances referred to in Paragraph 76 of this Regulation for the prescription of reimbursable medicinal products and medical devices in a particular speciality of doctors shall be calculated, using the following formula:
L = I x A, where
L – the planned amount of finances for the prescription of reimbursable medicinal products and medical devices in the respective speciality of doctors;
I – the planned amount of finances for the prescription of reimbursable medicinal products and medical devices per outpatient visit in the respective speciality of doctors;
A – the anticipated number of outpatient visits in the medical treatment institution in the respective speciality of doctors.
78. The planned amount of finances for the prescription of reimbursable medicinal products and medical devices per outpatient visit in the respective speciality of doctors shall be calculated, using the following formula:
I = P : AA, where
P – the anticipated amount of finances for the speciality group of reimbursable medicinal products;
AA – the anticipated number of outpatient visits in the relevant speciality of doctors.
79. The National Health Service shall calculate the anticipated number of outpatient visits in the relevant speciality of doctors on the basis of the number of outpatient visits registered in the management information system of the National Health Service in the previous period.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
79.1 When calculating the number of outpatient visits in the speciality of family doctors, the visits to nurses of family doctors or physician assistants falling within the voluntary quality assessment system shall be added to the visits to family doctors in order to receive a prescription of reimbursable medicinal products or medical devices without a visit to a family doctor.
[19 October 2011 / Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
80. [19 October 2011 / See Paragraph 2 of the amendments]
81. If the amount of finances referred to in Paragraph 76 of this Regulation is larger than the amount of finances referred to in Sub-paragraph 71.5 of this Regulation, the reserve planned in Sub-paragraph 71.4 of this Regulation shall be reduced accordingly.
82. The National Health Service has the right to revise the amount of finances specified for a medical treatment institution in a contract for the prescription of reimbursable medicinal products and medical devices in the respective speciality of doctors and to use the planned reserve in the following cases:
82.1. the National Health Service has taken a decision on changes in the list of reimbursable medicinal products (for example, the change in supplementation of the list of reimbursable medicinal products or the prescription conditions);
82.2. the structure of reimbursable medicinal products and medical devices prescribed by doctors of a medical treatment institution and actual costs thereof do not comply with the speciality group (the National Health Service shall change the amount of financial resources for medical practitioners and medical treatment institutions after the assessment of data of not less than six months (on 1 September of the current year) and nine months (on 1 November of the current year).
[25 August 2009; 22 September 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
83. The National Health Service shall, once a month, submit a report to the Ministry of Health on the utilisation of the funds granted for reimbursement, indicating also all such cases where the expenditures for the acquisition of medicinal products and medical devices have been covered in accordance with Chapter XII of this Regulation.
[21 October 2014]
X. Duties of Medical Practitioners
84. The reimbursable medicinal products and medical devices, as well as medicinal products of List M shall be prescribed using a specific form of prescription in accordance with the laws and regulations on the issue of prescriptions by an attending doctor to whom such rights have been laid down in the contract entered into by and between the medical treatment institution and the National Health Service on provision of health care services or on the amount of funding for prescribing reimbursable medicinal products and medical devices in the relevant speciality of a doctor.
[25 August 2009; 19 October 2011; 24 July 2012 / Amendments to this Paragraph shall come into force on 1 September 2012. See Paragraph 3 of the amendments]
84.1 If a patient has not previously received medicinal products or medical devices included on List A of reimbursable medicinal products intended for the particular diagnosis within the framework of reimbursement procedures, a doctor shall prescribe the common name of medicinal products or the common name of medical device intended for such diagnosis using the specific form of prescription.
[19 October 2011 / Paragraph shall come into force on 1 January 2012. See Paragraph 3 of the amendments]
84.2 If in conformity with Paragraph 89 of this Regulation the use of medicinal products or medical devices ensures the desirable therapeutic effect, medical treatment shall be continued using them. If they fail to provide the desirable therapeutic effect, a doctor shall prescribe other medicinal products or medical devices instead of them starting with the lowest price within the scope of the common name. The doctor shall indicate the justification for changing the medicinal products or medical devices in the patient’s medical file. The doctor shall notify the State Agency of Medicines on adverse effects observed in conformity with the laws and regulations on supervision of adverse effects caused by the use of medicinal products and medical devices.
[19 October 2011 / Paragraph shall come into force on 1 January 2012. See Paragraph 3 of the amendments]
84.3 If a doctor has prescribed the name of medicinal products or medical devices of a particular manufacturer in the case referred to in Paragraph 84.1 of this Regulation, the National Health Service shall inform the Health Inspectorate thereof.
[19 October 2011 / Paragraph shall come into force on 1 January 2012. See Paragraph 3 of the amendments]
85. In prescribing the medicinal products and medical devices included on List A, the pharmacy price of which is higher than the reference price, the physician shall inform the patient thereof.
86. In prescribing insulin preparations, the physician shall make an entry in the insulin card of the patient of diabetes mellitus.
86.1 In prescribing medicinal products for a pregnant woman in the case referred to in Sub-paragraph 9.22 of this Regulation, the physician shall indicate additionally the diagnosis code “Z33” on the prescription, but in prescribing medicinal products for a woman during the period following the childbirth up to 70 days, the physician shall indicate additionally the diagnosis code “Z39.2” on the prescription.
[24 July 2012; 7 August 2018]
XI. Duties of Pharmacies
87. A pharmacy, which has a contractual relationship with the National Health Service, shall dispense medicinal products and medical devices to a patient, the acquisition expenses of which are partially or completely covered from the funds granted for the reimbursement of expenses, except a case where the patient wishes to vaccinate with a vaccine included on the list of reimbursable medicinal products or List M. In such case the pharmacy and the medical treatment institution shall comply with the following procedures:
87.1. vaccination with the vaccine included on the list of reimbursable medicinal products or List M shall be performed at the medical treatment institution, which has entered in the respective contract with the National Health Service;
87.2. the medical treatment institution shall plan the number of persons to be vaccinated, taking into account the restrictions laid down in Annex 1 to this Regulation;
87.3. the medical treatment institution shall submit to the pharmacy a written request regarding the supply of the necessary number of vaccine doses. A medical practitioner shall draw up the specific prescription for each case of vaccination and each vaccine used in accordance with the laws and regulations on the issue of prescriptions, and the medical treatment institution shall deliver it to the pharmacy by the end of the current month;
87.4. the pharmacy, in supplying the necessary number of vaccine doses to the medical treatment institution, shall draw up a bill of lading. On the basis of the prescriptions received, the pharmacy shall enter data regarding the dispensed vaccines in the management information system of the National Health Service;
87.5. the medical treatment institution, within 30 days after the supply of the vaccines, shall cover to the pharmacy the costs of the supply of vaccines in the amount of 50 % from the pharmacy price of the supplied vaccines included on the list of reimbursable medicinal products. The other part of the pharmacy price shall be covered by the National Health Service from the funds granted for reimbursement. Expenses, which the medical treatment institution has paid in the amount of 50 % from the pharmacy price of the reimbursable vaccine, shall be covered by the person vaccinated.
[25 August 2009; 19 October 2011; 21 October 2014]
88. [7 August 2018]
89. If a physician, in writing a prescription for reimbursable medicinal products, has used the common name of a medicinal product, the pharmacy has a duty to dispense the cheapest reimbursable medicinal products, which conform to this name, the prescribed pharmaceutical form and strength, but if there are two or more medicinal products on the list of reimbursable medicinal products with the cheapest basic reimbursement price the pharmacist shall offer the patient to choose any of them. If a physician, in writing a prescription for reimbursable medical devices, has used their common name, the pharmacy has a duty to dispense the cheapest reimbursable medical devices, which conform to this name and type of use, but if there are two or more medical devices on the list of reimbursable medical devices with the cheapest basic reimbursement price the pharmacist shall offer the patient to choose any of them. If a pharmacy has provided the State Agency of Medicines with the information referred to in Paragraph 91 of this Regulation on unavailability of the reference medicinal products or the cheapest reimbursable medical products within the scope of the common name and the State Agency of Medicines has posted information on its website regarding the shortage of the medicinal products, the pharmacist may dispense the next cheapest medicinal product to the patient.
[26 May 2015; 7 August 2018 / The amendments of the Paragraph shall come into force on 1 January 2019. See Paragraph 2 of the amendments]
90. If a physician, in prescribing the reimbursable medicinal products, has not indicated on the prescription that the prescribed medicinal products may not be substituted, a pharmacist shall inform the patient regarding the possibilities of the substitution of medicinal products by offering the cheapest complying reimbursable medicinal products, taking into account the following provisions:
90.1. the active substances of the medicinal products prescribed and dispensed are identical;
90.2. the pharmaceutical form and strength of the medicinal products offered is the same as the form and dosage of the medicinal products prescribed.
91. If the pharmacy had no possibility to purchase medicinal products included in the list of reimbursable medicinal products within 24 hours, the pharmacy shall inform the State Agency of Medicines thereof using the report form on the website of the State Agency of Medicines. The State Agency of Medicines shall contact the relevant marketing authorisation owner or the distributor of parallel imported, parallel distributed or unregistered medicinal products and, if a confirmation has been received that the medicinal product is not available in Latvia, it shall publish information on its website regarding the shortage of medicinal products.
[7 August 2018 / New wording of the Paragraph shall come into force on 1 January 2019. See Paragraph 2 of the amendments]
XII. Reimbursement of Medicinal Products and Medical Devices for Individual Persons
92. The National Health Service, on the basis of the submission of a person, to which a decision of the doctors’ council of the relevant treatment field has been appended, is entitled to take a decision to reimburse expenditures for the acquisition of medicinal products and medical devices for individual patients. The abovementioned expenditures shall be reimbursed within the scope of the funds granted for the reimbursement of expenditures for the acquisition of medicinal products in the following cases:
92.1. the diagnosis is not included in Annex 1 to this Regulation, and in treatment of the respective disease it is not possible to maintain the vital functions of the patient without the use of the respective medicinal products (medical devices are not paid for in the specific case referred to in this Sub-paragraph);
92.2. the diagnosis is included in Annex 1 to this Regulation, but no medicinal products and medical devices are included on the list of reimbursable medicinal products for medical treatment of the relevant diagnosis.
[25 August 2009; 19 October 2011; 9 October 2012 / The new wording of Sub-paragraph 92.2 shall come into force on 1 January 2013. See Paragraph 2 of the amendments]
93. The following information shall be indicated in the council’s decision (if a person has several diseases, for the treatment of which reimbursement of medicinal products or medical devices is being requested, one decision of the council may be submitted, if the composition of the council includes experts of all the respective fields and information referred to in this Paragraph regarding each diagnosis has been indicated):
93.1. the given name, surname, personal identity number (except the asylum seeker referred to in Paragraph 3.1 of this Regulation), address of the patient;
93.2. the diagnosis (code of the diagnosis in accordance with the ICD classification);
93.3. the medicinal products previously used for the treatment of the patient (the common name, medicinal product name, dosage, length of usage) and medical devices, including reimbursable medicinal products and medical devices. If medicinal products that are not included on the list of medicinal products authorised in the Republic of Latvia are selected for the further treatment, it shall be indicated whether the patient has been treated using analogical authorised medicinal products;
93.4. the result of the use of the medicinal products and medical devices referred to in Sub-paragraph 93.3 of this Regulation (justifying with the results of examinations);
93.5. the medicinal products (the common name of the medicinal product, medicinal product name, pharmaceutical form, required daily dosage, duration of course) or medical devices (name of the medical device, the required quantity), the reimbursement of expenditures for the acquisition of which is necessary to the patient;
93.6. the justification of the selection of the medicinal products and medical devices referred to in Sub-paragraph 93.5 of this Regulation (in comparison to other medicinal products, medical devices and treatment methods, if available, provided for the treatment of the relevant disease), also the justification of the selection of the particular name of medicinal product or medical device if several medicinal product names or medical devices comply with the common name;
93.7. the compliance of the medicinal products and medical devices with the schemes or international guidelines for the treatment of particular diseases, the place of the medicinal product in the scheme of the treatment of the particular disease;
93.8. the term of validity of the decision;
93.9. or it is possible to support the life functions of the patient in medical treatment of the relevant disease without the use of the particular medicinal products (if the diagnosis is not included in Annex 1 to this Regulation).
[21 October 2014; 20 September 2016]
93.1 If there are substantiated doubts, the National Health Service has the right to transfer the council’s decision referred to in Paragraph 93 of this Regulation for additional evaluation to the doctors’ council of the same treatment field in other composition.
[27 January 2009; 25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
94. In the case referred to in Sub-paragraph 92.1 of this Regulation the National Health Service shall take a decision to reimburse expenditures for the acquisition of medicinal products in the amount of 100 %, except the case referred to in Paragraph 100.1 of this Regulation.
[27 March 2007; 25 August 2009; 19 October 2011; 20 September 2016]
95. In the case referred to in Sub-paragraph 92.2 of this Regulation the National Health Service shall take a decision to reimburse expenditures for the acquisition of medicinal products or medical devices within the amount laid down in Annex 1 to this Regulation, except for the case referred to in Sub-paragraph 100.1 of this Regulation.
[27 March 2007; 25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
96. The National Health Service shall perform the calculation of the price of medicinal products or medical device pursuant to the principle of the reference price, if the respective medicinal products or medical devices are included on List A and in case of the particular disease the medicinal products or medical devices comply with the principles of making List A referred to in Paragraph 32 of this Regulation.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
97. [19 October 2011 / See Paragraph 2 of the amendments]
98. Until 10 January and 10 July of the current year the National Health Service shall compile information regarding the applications received within previous six months as regards the reimbursement of expenditures for the acquisition of medicinal products and medical devices in the cases provided in this Chapter (also if reimbursement of medicinal products and medical devices is refused), assess it and, where necessary, lodge proposals to the Ministry of Health on the necessary amendments to Annex 1 to this Regulation.
[19 October 2011 / The new wording of this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
99. Not more than 2 % of the funds granted for the reimbursement of expenditures for the acquisition of medicinal products shall be used in the cases of the reimbursement of expenditures for the acquisition of medicinal products and medical devices provided in this Chapter.
100. The National Health Service shall reimburse the expenditures for the acquisition of medicinal products and medical devices in the cases provided in this Chapter in the amount of not more than EUR 14 228.72 for one patient within 12 months.
[25 August 2009; 19 October 2011; 10 September 2013]
100.1 If the intended expenditures exceed the expenditures referred to in Paragraph 100 of this Regulation, the National Health Service shall indicate the reimbursement expenditures for one packaging of medicinal products in the decision to reimburse medicinal products, as well as the difference between the total expenditures for the course of medicinal products and expenditures referred to in Paragraph 100 of this Regulation. The patient shall receive medicinal products, if one of the following conditions exists:
100.1 1. the patient covers the difference between the price of one packaging of the medicinal products and the reimbursement amount indicated in the decision of the National Health Service;
100.1 2. the third party has entered into a contract with the National Health Service regarding financial participation for ensuring the reimbursement for a particular patient;
100.1 3. the applicant has entered into the contract referred to in Sub-paragraph 61.2 4 of this Regulation with the National Health Service which provides for the supply of the medicinal products to the pharmacy or medical treatment institution for a particular patient.
[9 October 2012]
101. The National Health Service shall grant the medicinal products and medical devices to a patient for a treatment course, duration of which does not exceed 12 months. If the utilisation of the medicinal products or medical devices must be continued after this period of time, the patient shall submit the necessary documents in accordance with Paragraph 92 of this Regulation.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
102. The National Health Service shall refuse the reimbursement of expenditures for the acquisition of medicinal products if:
102.1. the National Health service has taken a negative decision to include the relevant medicinal products or medical devices on the list of reimbursable medicinal products for medical treatment of the particular diagnosis;
102.2. the annual funds granted for the reimbursement of expenditures for the acquisition of medicinal products and medical devices in individual cases have been utilised;
102.3. the council’s decision does not comply with the requirements referred to in Paragraph 93 of this Regulation;
102.4. other medicinal products included on the list of reimbursable medicinal products with the same common medicinal product name or medical devices of the same name are available for the patient in accordance with the diagnosis referred to in Annex 1 to this Regulation;
102.5. the National Health Service has recognised that selection of the medicinal products or medical devices is not justified;
102.6. the medicinal products are classified as non-prescription medicinal products in accordance with the laws and regulations on the procedures for classification of medicinal products, except those which are necessary for the maintenance of vital functions to patients with cystic fibrosis;
102.7. the use of the particular medicinal products or medical devices in medical treatment and their payment procedures are governed by other laws and regulations.
[19 October 2011; 9 October 2012; 21 October 2014]
103. The National Health Service shall request from the State Agency of Medicines information regarding the sales price of such medicinal products in Latvia, which are not included on the list of reimbursable medicinal products and regarding which the manufacturer of the medicinal products or his or her authorised representative provides information to the State Agency of Medicines in accordance with laws and regulations on the principles of the formation of the price of the medicinal products. The State Agency of Medicines shall send the referred to information within five days after the receipt of the request. The National Health Service shall calculate the costs of the reimbursement of expenditures for the acquisition of medicinal products in accordance with Paragraphs 26 and 28 of this Regulation.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
104. If the manufacturer of the medicinal products or his or her authorised representative has not submitted information regarding the sales price of medicinal products in Latvia to the State Agency of Medicines, as well as in determining the price of medical devices, the National Health Service shall survey three pharmacies selected by the patient. A contract regarding the reimbursement of expenditures for the acquisition of medicinal products and medical devices shall be entered into with a pharmacy, which offers the lowest price per unit.
[25 August 2009; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
XIII. Closing Provisions
104.1 The supervision of conformity with this Regulation shall be performed by the National Health Service and the Health Inspectorate in accordance with their remits.
[19 October 2011 / The new wording of this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
105. Cabinet Regulation No. 418 of 14 June 2005, Procedures for the Reimbursement of Expenses Towards the Purchase of Medicinal Products and Medical Devices for Ambulatory Care (Latvijas Vēstnesis, 2005, No. 99, 210; 2006, No. 50), is repealed.
106. [25 August 2009]
107. The medicinal products included on the list of reimbursable medicinal products, costs of which exceed LVL 3 000 and regarding the reimbursement for the acquisition of which the Health Payment Centre has entered into a contract with the applicant, shall be included on List C without a supplementary application beginning with 1 January 2007.
[25 August 2009]
108. This Regulation shall come into force on 15 November 2006. Chapter IX of this Regulation shall come into force on 1 January 2007.
109. The expenditures for the acquisition of medicinal products and medical devices shall be covered in full amount from the funds intended for implementation of the Social Security Network Strategy in 2009 for a patient who has been recognised as needy in accordance with the procedures laid down in laws and regulations and who has the right to reimbursement of the expenditures for the acquisition of medicinal products and medical devices in accordance with this Regulation, if the expenditures for the acquisition of medicinal products and medical devices of such person have exceeded LVL 12.5 within the scope of reimbursement procedures from 1 October 2009 until 31 December 2009.
[22 September 2009]
110. On the basis of a patient’s submission the Health Payment Centre shall cover the expenditures for the acquisition of medicinal products and medical devices to be covered in full amount acquired in January 2010 during the status of a person in need for a patient who in January 2010 had a valid statement of the social service office of the local government on conformity with the status of a person in need drawn up in accordance with the procedures laid down in laws and regulations and who is entitled to reimbursement of expenditures for the acquisition of medicinal products or medical devices in accordance with this Regulation, taking into account the exceptions referred to in Sub-paragraphs 3.1 1 and 3.1 2 of this Regulation.
[26 January 2010]
111. [21 October 2014]
112. [21 October 2014]
113. [1 April 2013 / See Paragraph 116]
113.1 [21 October 2014]
114. [21 October 2014]
115. [1 April 2013 / See Paragraph 116]
115.1 The National Health Service shall make amendments related to changes in the reference price in the decision to include non-reference medicinal products or medical devices on List A only concurrently with other amendments to the decision.
[29 March 2011; 19 October 2011 / Amendments to this Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
115.2 If the applicant wishes to start the reduce of the basic reimbursement price for a definite time period until 1 July 2011, the time limits for the lodging referred to in Paragraph 16.3 of this Regulation shall not be applicable to the lodging of the application referred to in Paragraph 16.3 of this Regulation.
[29 March 2011]
116. Paragraphs 113, 115 and 122 of this Regulation shall be in force until 31 March 2013.
[27 December 2011]
117. [1 January 2012 / See Paragraph 2 of the amendments]
118. The requirements referred to in Paragraph 62.2 of this Regulation shall be applied in 2011 starting from 1 November and a new application on reducing the basic reimbursement price below the lowest offered price of the relevant reference group in conformity with the amount laid down in Paragraph 38.2 of this Regulation may be lodged within seven working days starting from the next day after 1 November.
[19 October 2011 / Paragraph shall come into force on 1 November 2011. See Paragraph 2 of the amendments]
119. Applications regarding reducing the basic reimbursement price below the basic reimbursement price of the reference medicinal products or medical devices present in the relevant reference group or below the lowest price offered in the relevant reference group, if they have been lodged after 15 October 2011 until the end of the deadline laid down in Paragraph 118 of this Regulation and reduction of the price conforms to the amount referred to in Paragraph 38.2 of this Regulation below the lowest price offered in the relevant reference group (according to the applications lodged until 15 October 2011), or below the basic reimbursement price of the reference medicinal products or medical devices present in the relevant reference group (if no application regarding reducing the basic reimbursement price in the relevant reference group has been submitted until 15 October 2011), shall be examined in accordance with the legal order which existed at the time of lodging the applications without applying limitation depending on the fact whether the application regarding reducing the basic reimbursement price was submitted until 15 October 2011.
[27 December 2011]
120. The National Health Service shall examine an application regarding reducing the basic reimbursement price of medicinal products or medical devices included on List A for a definite time period, which in accordance with Paragraph 16.3 of this Regulation has been lodged until 15 January 2012 and take a decision thereon until 1 February 2012 by determining the reduction of the basic reimbursement price for a time period until 30 June 2012. In the case laid down in this Paragraph, in taking a decision to reduce the basic reimbursement price for a definite time period, the time limit for notification of the decision referred to in Paragraph 64.2 of this Regulation shall not be applied.
[27 December 2011]
121. In 2012 the National Health Service shall make changes in the list of reimbursable medicinal products on 1 February and 1 July in accordance with the procedures referred to in Paragraph 62.1 of this Regulation.
[27 December 2011]
122. [1 April 2013 / See Paragraph 116]
123. In accordance with the requirements referred to in Paragraph 120 of this Regulation the reduced basic reimbursement price of medicinal products and medical devices included on List A reduced for a time period until 30 June 2012 shall be in effect until 31 December 2012, if an application of the applicant for retaining the reduced price is received until 31 December 2012.
[26 June 2012]
124. The rate laid down in Paragraph 99 of this Regulation shall be applied in the amount of 3 % in 2012.
[24 July 2012 / Paragraph shall be applied from 1 August 2012. See Paragraph 2 of the amendments]
125. The National Health Service shall establish the List M referred to in Paragraph 9.1 of this Regulation until 15 August 2012 and maintain it on the Internet site thereof.
[24 July 2012 / Paragraph shall be applied from 1 August 2012. See Paragraph 2 of the amendments]
126. The National Health Service shall lay down the basic reimbursement price and pharmacy price for the List M medicinal products referred to in Paragraph 10.1 of this Regulation on the basis of the manufacturer’s price declared in conformity to the laws and regulation on the principles for creation of prices for medicinal products in the State Agency of Medicines on 1 July 2012.
[24 July 2012 / Paragraph shall be applied from 1 August 2012. See Paragraph 2 of the amendments]
127. If reimbursement of medicinal products and medical devices has been started in accordance with the procedures laid down in Chapter XII of this Regulation until 31 December 2012 for a person whose diagnosis has been included in Annex to this Regulation and for the maintaining of whose life functions none of the reimbursable medicinal products and medical devices are suitable (the use of the medicinal products and medical devices that are not included on the list of reimbursable medicinal products is necessary), it shall be continued until the end of the term of the validity of the council’s decision. The National Health Service is entitled, on the basis of an application of the person to which the council’s decision referred to in Paragraph 93 of this Regulation is attached, to take a decision to continue the reimbursement of expenditures for the acquisition of the relevant medicinal products and medical devices in conformity with the conditions referred to in Paragraphs 99, 100, 100.1 and 101 of this Regulation.
[9 October 2012]
128. Paragraph 45.1 of this Regulation shall come into force on 1 January 2016.
[21 October 2014]
129. Paragraph 45.1 of this Regulation shall not be applied, if the budget base for reimbursement procedures in the law on the State budget for the current year has been increased by at least 5 %.
[21 October 2014]
130. If the medical treatment course with the medicinal products referred to in Sub-paragraph 9.1 2 of this Regulation was commenced until 1 November 2014, the expenditures for acquisition of such medicinal products until the end of the medical treatment course, but not longer than until 1 November 2015 shall be reimbursed in accordance with the procedures for covering of the expenditures for acquisition of the medicinal products included on List M.
[21 October 2014]
131. Medicinal products shall be dispensed for prescriptions which have been written out until 31 October 2014, until 31 January 2015 according to the codes of diagnosis which were in effect until 31 October 2014.
[21 October 2014]
132. If the diagnosis referred to in Sub-paragraphs 1.2 and 2.1 of Annex 1 to this Regulation has been determined, the reimbursement shall be applied to children up to 3 years of age until 30 June 2015.
[26 May 2015]
133. If the diagnosis referred to in Sub-paragraphs 6.3.1, 9.2.1, and 9.2.2 of Annex 1 to this Regulation has been determined, the reimbursement in the amount of 50 % shall be applied until 30 June 2015.
[26 May 2015]
134. The National Health Service shall take a decision to delete the medicinal products corresponding to the common names of medicinal products included in the list of medicinal products to be administered parenterially (approved in accordance with the laws and regulations regarding the health care and procedures for financing) from the list of reimbursable medicinal products as of 1 January 2019. Upon deleting the medicinal products from the list of reimbursable medicinal products, the National Health Service shall refund to the applicant the remaining part of the annual charge paid. If the medicinal products to be administered parenterially have been included in the list of reimbursable medicinal products both for the treatment of diseases referred to in Annex 1, Paragraph 5 of this Regulation and for the treatment of other diseases, the National Health Service shall take the decision to delete such medicinal products only for the treatment of diseases referred to in Annex 1, Paragraph 5 of this Regulation.
[19 December 2017]
135. For medicinal products and medical devices for which, according to Paragraph 16.3 of this Regulation, the basic reimbursement price has been temporarily reduced by determining a time period in which the reduced reimbursement price is applied, the term for application of the temporarily reduced price shall be revoked as of 1 September 2018.
[7 August 2018]
136. As regards the medicinal products of one common medicinal product name or medical devices with the same type of use included on List A whose pharmacy price exceeds the lowest pharmacy price of the medicinal products or medical devices of the relevant group by more than 100 % by calculating in accordance with the daily dosage defined in the ATC/DDD classification or, if such has not been determined, in accordance with the therapeutic daily dosage, the applicant shall, by 1 September 2018, and also repeatedly by 1 September 2019, submit the application to the National Health Service on the reduction of the basic reimbursement price until the determined 100 % price spread threshold or by 20 %, taking into account the current pharmacy prices of the reimbursable medicinal products.
[7 August 2018]
137. The doctor referred to in Sub-paragraph 69.3 of this Regulation may write out the prescription for the receipt of medicinal products of the List C to be administered parenterially and intended for the treatment of diseases referred to in Annex 1, Paragraph 5 of this Regulation, and the patient may receive medicinal products on the prescription by 31 December 2018. The receipt of medicinal products of the List C to be administered parenterially and intended for the treatment of diseases referred to in Annex 1, Paragraph 5 of this Regulation shall, in accordance with Paragraph 68.1 of this Regulation, be commenced from 1 January 2019.
[7 August 2018]
138. The applicant shall, in accordance with this Regulation, submit the application for the inclusion of the medicinal products in the list of reimbursable medicinal products in which the price of medicinal products is justified by calculations for an acquired quality-adjusted life year and the National Health Service shall evaluate such application from 1 July 2019.
[7 August 2018]
Informative Reference to the European Union Directives
This Regulation includes legal norms arising from Council Directive 89/105/EEC of 21 December 1988 relating to the transparency of measures regulating the prices of medicinal products for human use and their inclusion in the scope of national health insurance systems.
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Annex 1
Cabinet Regulation No. 899
31 October 2006
Diseases for the Treatment of which Expenditures for the Acquisition of Medicinal Products and Medical Devices are Reimbursed
[21 October 2014; 26 May 2015; 8 December 2015; 20 September 2016; 4 January 2018; 7 August 2018 / The Sub-paragraphs 3.13, 3.14, 3.15, 6.4, and 10.5 shall come into force on 1 January 2019. See Paragraph 2 of the amendments]
	No.
	Group of diagnosis/diagnosis
	Code of diagnosis in accordance with the International Statistical Classification of Diseases and Related Health Problems, 10th revision (ICD-10)
	Amount of reimbursement (%)
	Reimbursement restrictions

	1. Diseases of the eye and adnexa

	1.1.
	Glaucoma
	H40.1–H40.6; H40.8
	100
	

	1.2.
	Conjunctivitis
	H10.0–H10.5; H10.8; H10.9
	100
	for children up to the age of 18 years

	2. Diseases of the ear and mastoid process

	2.1.
	Nonsuppurative otitis media
	H65.0–H65.4; H65.9
	100
	for children up to the age of 18 years

	3. Diseases of the blood and blood-forming organs and disorders involving the immune mechanism

	3.1.
	Thalassemia
	D56.0–D56.4; D56.8; D56.9
	100
	

	3.2.
	Acquired haemolytic anaemia
	D59.0; D59.1
	100
	

	3.3.
	Acquired pure red cell aplasia (erythroblastopenia)
	D60.0; D60.1; D60.8; D60.9
	100
	

	3.4.
	Other aplastic anaemias
	D61.0–D61.3; D61.8; D61.9
	100
	

	3.5.
	Hereditary factor VIII deficiency
	D66
	100
	

	3.6.
	Hereditary factor IX deficiency
	D67
	100
	

	3.7.
	Von Willebrand’s disease
	D68.0
	100
	

	3.8.
	Purpura and other haemorrhagic conditions
	D69.3; D69.4; D69.6
	100
	

	3.9.
	Haemophagocytic lymphohistiocytosis
	D76.1
	50
	

	3.10.
	Haemophagocytic syndrome, infection-associated
	D76.2
	50
	

	3.11.
	Sarcoidosis
	D86.0–D86.3; D86.8; D86.9
	100
	

	3.12.
	Hereditary deficiency of other clotting factors
	D68.2
	100
	the code of diagnosis D68.2 includes the sub-diagnose “Hereditary factor VIII deficiency” of the diagnose “Hereditary deficiency of other clotting factors”

	3.13.
	Immunodeficiency with other significant anomalies
	D82.0–D82.4; D82.8; D82.9
	100
	

	3.14.
	Common variable immunodeficiency
	D83.0–D83.2; D83.8; D83.9
	100
	

	3.15.
	Other immunodeficiencies
	D84.0; D84.1; D84.8; D84.9
	100
	

	4. Diseases of the circulatory system

	4.1. Rheumatic fever

	4.1.1.
	Rheumatic fever without mention of heart involvement
	I00
	75
	

	4.2.1.
	Rheumatic fever with heart involvement
	I01.0–I01.2; I01.8
	75
	

	4.1.3.
	Rheumatic chorea
	I02.0; I02.9
	75
	

	4.1.4.
	Rheumatic mitral valve diseases
	I05.0–I05.2; I05.8
	75
	

	4.1.5.
	Rheumatic aortic valve diseases
	I06.0–I06.2; I06.8
	75
	

	4.1.6.
	Rheumatic tricuspid valve diseases
	I07.0–I07.2; I07.8
	75
	

	4.1.7.
	Multiple valve diseases
	I08.0–I08.3; I08.8
	75
	

	4.1.8.
	Other rheumatic heart diseases
	I09.0–I09.2; I09.8; I09.9
	75
	

	4.2. Hypertensive diseases

	4.2.1.
	Essential (primary) hypertension
	I10
	75
	

	4.2.2.
	Hypertensive heart disease
	I11.0; I11.9
	75
	

	4.2.3.
	Hypertensive nephropathy
	I12.0; I12.9
	75
	

	4.2.4.
	Hypertensive heart and chronic kidney disease
	I13.0–I13.2; I13.9
	75
	

	4.2.5.
	Secondary hypertension
	I15.0–I15.2; I15.8; I15.9
	75
	

	4.3. Ischaemic heart diseases

	4.3.1.
	Angina pectoris
	I20.0; I20.1; I20.8; I20.9
	75
	

	4.3.2.
	Acute myocardial infarction
	I21.0–I21.4; I21.9
	75
	starting from the first day of outpatient medical treatment until the twenty-eighth post-infarction day

	4.3.3.
	Chronic ischaemic heart disease
	I25.0–I25.6
	75
	

	4.4. Other heart disorders

	4.4.1.
	Cardiomyopathy
	I42.0; I42.2; I42.8
	75
	

	4.4.2.
	Paroxysmal tachycardia
	I47.1; I47.2
	75
	

	4.4.3.
	Atrial fibrillation and flutter
	I48.0–I48.4; I48.9
	75
	

	4.4.4.
	Heart failure
	I50.0; I50.1; I50.9
	75
	

	4.5. Cerebrovascular diseases

	4.5.1.
	Subarachnoid haemorrhage
	I60.0–I60.9
	75
	

	4.5.2.
	Intracerebral haemorrhage
	I61.0–I61.6; I61.8; I61.9
	75
	

	4.5.3.
	Cerebral infarction
	I63.0–I63.6; I63.8; I63.9
	75
	

	4.5.4.
	Occlusion and stenosis of precerebral arteries, not resulting in cerebral infarction
	I65.0–I65.3; I65.8; I65.9
	75
	

	4.5.5.
	Occlusion and stenosis of cerebral arteries, not resulting in cerebral infarction
	I66.0–I66.4; I66.8; I66.9
	75
	

	4.5.6.
	Other cerebrovascular diseases
	I67.4; I67.7; I67.8
	75
	

	4.5.7.
	Sequelae of cerebrovascular diseases
	I69.0–I69.4; I69.8
	75
	for patients with neuropathic pain syndrome

	4.6. Diseases of arteries, arterioles and capillaries

	4.6.1.
	Atherosclerosis of arteries of extremities
	I70.2
	75
	

	4.7. Pulmonary heart diseases and diseases of pulmonary vessels

	4.7.1.
	Primary pulmonary hypertension
	I27.0
	100
	

	5. Neoplasms

	5.1. Malignant neoplasms of lip, oral cavity and pharynx

	5.1.1.
	Malignant neoplasm of lip
	C00.0–C00.6; C00.8; C00.9
	100
	

	5.1.2.
	Malignant neoplasm of base of tongue
	C01
	100
	

	5.1.3.
	Malignant neoplasm of other and unspecified parts of tongue
	C02.0–C02.4; C02.8; C02.9
	100
	

	5.1.4.
	Malignant neoplasm of gum
	C03.0; C03.1; C03.9
	100
	

	5.1.5.
	Malignant neoplasm of floor of mouth
	C04.0; C04.1; C04.8; C04.9
	100
	

	5.1.6.
	Malignant neoplasm of palate
	C05.0–C05.2; C05.8; C05.9
	100
	

	5.1.7.
	Malignant neoplasm of other and unspecified parts of mouth
	C06.0–C06.2; C06.8; C06.9
	100
	

	5.1.8.
	Malignant neoplasm of parotid gland
	C07
	100
	

	5.1.9.
	Malignant neoplasm of other and unspecified major salivary glands
	C08.0; C08.1; C08.8; C08.9
	100
	

	5.1.10.
	Malignant neoplasm of tonsil
	C09.0; C09.1; C09.8; C09.9
	100
	

	5.1.11.
	Malignant neoplasm of oropharynx
	C10.0–C10.4; C10.8; C10.9
	100
	

	5.1.12.
	Malignant neoplasm of nasopharynx
	C11.0–C11.3; C11.8; C11.9
	100
	

	5.1.13.
	Malignant neoplasm of piriform sinus (sinus/recessus pyriformis)
	C12
	100
	

	5.1.14.
	Malignant neoplasm of hypopharynx
	C13.0–C13.2; C13.8; C13.9
	100
	

	5.1.15.
	Malignant neoplasm of other and ill-defined sites in the lip, oral cavity and pharynx
	C14.0; C14.2; C14.8
	100
	

	5.2. Malignant neoplasms of digestive organs

	5.2.1.
	Malignant neoplasm of oesophagus
	C15.0–C15.5; C15.8; C15.9
	100
	

	5.2.2.
	Malignant neoplasm of stomach
	C16.0–C16.6; C16.8; C16.9
	100
	

	5.2.3.
	Malignant neoplasm of small intestine
	C17.0–C17.3; C17.8; C17.9
	100
	

	5.2.4.
	Malignant neoplasm of colon
	C18.0–C18.9
	100
	

	5.2.5.
	Malignant neoplasm of rectosigmoid junction
	C19
	100
	

	5.2.6.
	Malignant neoplasm of rectum
	C20
	100
	

	5.2.7.
	Malignant neoplasm of anus and anal canal (canalis analis)
	C21.0–C21.2; C21.8
	100
	

	5.2.8.
	Malignant neoplasm of liver and intrahepatic bile ducts
	C22.0–C22.4; C22.7; C22.9
	100
	

	5.2.9.
	Malignant neoplasm of gallbladder
	C23
	100
	

	5.2.10.
	Malignant neoplasm of other and unspecified parts of biliary tract
	C24.0; C24.1; C24.8; C24.9
	100
	

	5.2.11.
	Malignant neoplasm of pancreas
	C25.0–C25.4; C25.7–C25.9
	100
	

	5.2.12.
	Malignant neoplasm of other and ill-defined digestive organs
	C26.0; C26.1; C26.8; C26.9
	100
	

	5.3. Malignant neoplasms of respiratory and intrathoracic organs

	5.3.1.
	Malignant neoplasm of nasal cavity and middle ear
	C30.0; C30.1
	100
	

	5.3.2.
	Malignant neoplasm of accessory sinuses
	C31.0–C31.3; C31.8; C31.9
	100
	

	5.3.3.
	Malignant neoplasm of larynx
	C32.0–C32.3; C32.8; C32.9
	100
	

	5.3.4.
	Malignant neoplasm of trachea
	C33
	100
	

	5.3.5.
	Malignant neoplasm of bronchus and lung
	C34.0–C34.3; C34.8; C34.9
	100
	

	5.3.6.
	Malignant neoplasm of thymus
	C37
	100
	

	5.3.7.
	Malignant neoplasm of heart, mediastinum and pleura
	C38.0–C38.4; C38.8
	100
	

	5.3.8.
	Malignant neoplasm of other and ill-defined sites in the respiratory system and intrathoracic organs
	C39.0; C39.8; C39.9
	100
	

	5.4. Malignant neoplasms of bone and articular cartilage

	5.4.1.
	Malignant neoplasm of bone and articular cartilage of limbs
	C40.0–C40.3; C40.8; C40.9
	100
	

	5.4.2.
	Malignant neoplasm of bone and articular cartilage of other and unspecified sites
	C41.0–C41.4; C41.8; C41.9
	100
	

	5.5. Melanoma and other malignant neoplasms of skin

	5.5.1.
	Malignant melanoma of skin
	C43.0–C43.9
	100
	

	5.5.2.
	Other malignant neoplasms of skin
	C44.0–C44.9
	100
	

	5.6. Malignant neoplasms of mesothelial and soft tissue

	5.6.1.
	Mesothelioma
	C45.0–C45.2; C45.7; C45.9
	100
	

	5.6.2.
	Kaposi's sarcoma
	C46.0–C46.3; C46.7–C46.9
	100
	

	5.6.3.
	Malignant neoplasm of peripheral nerves and autonomic nervous system
	C47.0–C47.6; C47.8; C47.9
	100
	

	5.6.4.
	Malignant neoplasm of retroperitoneum and peritoneum
	C48.0–C48.2; C48.8
	100
	

	5.6.5.
	Malignant neoplasm of other connective and soft tissue
	C49.0–C49.6; C49.8; C49.9
	100
	

	5.7. Malignant neoplasm of breast

	5.7.1.
	Malignant neoplasm of breast
	C50.0–C50.6; C50.8; C50.9
	100
	

	5.8. Malignant neoplasm of female genital organs

	5.8.1.
	Malignant neoplasm of vulva
	C51.0–C51.2; C51.8; C51.9
	100
	

	5.8.2.
	Malignant neoplasm of vagina
	C52
	100
	

	5.8.3.
	Malignant neoplasm of cervix uteri
	C53.0; C53.1; C53.8; C53.9
	100
	

	5.8.4.
	Malignant neoplasm of corpus uteri
	C54.0–C54.3; C54.8; C54.9
	100
	

	5.8.5.
	Malignant neoplasm of uterus, part unspecified
	C55
	100
	

	5.6.8.
	Malignant neoplasm of ovary
	C56
	100
	

	5.8.7.
	Malignant neoplasm of other and unspecified female genital organs
	C57.0–C57.4; C57.7–C57.9
	100
	

	5.8.8.
	Malignant neoplasm of placenta
	C58
	100
	

	5.9. Malignant neoplasm of male genital organs

	5.9.1.
	Malignant neoplasm of penis
	C60.0–C60.2; C60.8; C60.9
	100
	

	5.9.2.
	Malignant neoplasm of prostate
	C61
	100
	

	5.9.3.
	Malignant neoplasm of testis
	C62.0; C62.1; C62.9
	100
	

	5.9.4.
	Malignant neoplasm of other and unspecified male genital organs
	C63.0–C63.2; C63.7–C63.9
	100
	

	5.10. Malignant neoplasm of urinary tract

	5.10.1.
	Malignant neoplasm of kidney, except renal pelvis
	C64
	100
	

	5.10.2.
	Malignant neoplasm of renal pelvis
	C65
	100
	

	5.10.3.
	Malignant neoplasm of ureter
	C66
	100
	

	5.10.4.
	Malignant neoplasm of bladder
	C67.0–C67.9
	100
	

	5.10.5.
	Malignant neoplasm of other and unspecified urinary organs
	C68.0; C68.1; C68.8; C68.9
	100
	

	5.11. Malignant neoplasm of eye, brain and other parts of central nervous system

	5.11.1.
	Malignant neoplasm of eye and adnexa
	C69.0–C69.6; C69.8; C69.9
	100
	

	5.11.2.
	Malignant neoplasm of cerebral meninges
	C70.0; C70.1; C70.9
	100
	

	5.11.3.
	Malignant neoplasm of brain
	C71.0–C71.9
	100
	

	5.11.4.
	Malignant neoplasm of spinal cord, cranial nerves and other parts of central nervous system
	C72.0–C72.5; C72.8; C72.9
	100
	

	5.12. Malignant neoplasm of thyroid and other endocrine glands

	5.12.1.
	Malignant neoplasm of thyroid gland
	C73
	100
	

	5.12.2.
	Malignant neoplasm of adrenal gland
	C74.0; C74.1; C74.9
	100
	

	5.12.3.
	Malignant neoplasm of other endocrine glands and related structures
	C75.0–C75.5; C75.8; C75.9
	100
	

	5.13. Malignant neoplasm of ill-defined, secondary and unspecified sites

	5.13.1.
	Malignant neoplasm of other and ill-defined sites
	C76.0–C76.5; C76.7; C76.8
	100
	

	5.13.2.
	Secondary and unspecified malignant neoplasm of lymph nodes
	C77.0–C77.5; C77.8; C77.9
	100
	

	5.13.3.
	Secondary malignant neoplasm of respiratory and digestive organs
	C78.0–C78.8
	100
	

	5.13.4.
	Secondary malignant neoplasm of other and unspecified sites
	C79.0–C79.9
	100
	

	5.13.5.
	Malignant neoplasm, without specification of site
	C80.0; C80.9
	100
	

	5.14. Malignant neoplasm of lymphoid, haematopoietic and related tissue

	5.14.1.
	Hodgkin lymphoma
	C81.0–C81.4; C81.7; C81.9
	100
	

	5.14.2.
	Follicular lymphoma
	C82.0–C82.7
	100
	

	5.14.3.
	Non-follicular lymphoma
	C83.0–C83.1; C83.3; C83.5; C83.7–C83.9
	100
	

	5.14.4.
	Mature T/NK-cell lymphomas
	C84.0–C84.1; C84.4–C84.9
	100
	

	5.14.5.
	Other and unspecified types of non-Hodgkin lymphoma
	C85.1; C85.2; C85.7; C85.9
	100
	

	5.14.6.
	Other specified types of T/NK-cell lymphoma
	C86.0–C86.6
	100
	

	5.14.7.
	Malignant immunoproliferative diseases
	C88.0; C88.2–C88.4; C88.7; C88.9
	100
	

	5.14.8.
	Multiple myeloma and malignant plasma cell neoplasms
	C90.0–C90.3
	100
	

	5.14.9.
	Lymphoid leukaemia
	C91.0; C91.1; C91.3–C91.9
	100
	

	5.14.10.
	Myeloid leukaemia
	C92.0–C92.9
	100
	

	5.14.11.
	Monocytic leukaemia
	C93.0; C93.1; C93.3; C93.7; C93.9
	100
	

	5.14.12.
	Other leukaemias of specified cell type
	C94.0; C94.2–C94.4; C94.6; C94.7
	100
	

	5.14.13.
	Leukaemia of unspecified cell type
	C95.0–C95.1; C95.7; C95.9
	100
	

	5.14.14.
	Other and unspecified malignant neoplasms of lymphoid, haematopoietic and related tissue
	C96.0; C96.2; C96.4–C96.9
	100
	

	5.15. Malignant neoplasms of independent (primary) multiple sites

	5.15.1.
	Malignant neoplasms of independent (primary) multiple sites
	C97
	100
	

	5.16. Neoplasms of uncertain or unknown behaviour

	5.16.1.
	Neoplasm of uncertain or unknown behaviour of oral cavity and digestive organs
	D37.0–D37.7; D37.9
	100
	

	5.16.2.
	Neoplasm of uncertain or unknown behaviour of middle ear and respiratory and intrathoracic organs
	D38.0–D38.6
	100
	

	5.16.3.
	Neoplasm of uncertain or unknown behaviour of female genital organs
	D39.0–D39.2; D39.7; D39.9
	100
	

	5.16.4.
	Neoplasm of uncertain or unknown behaviour of male genital organs
	D40.0; D40.1; D40.7; D40.9
	100
	

	5.16.5.
	Neoplasm of uncertain or unknown behaviour of urinary organs
	D41.0–D41.4; D41.7; D41.9
	100
	

	5.16.6.
	Neoplasm of uncertain or unknown behaviour of cerebral meninges
	D42.0; D42.1; D42.9
	100
	

	5.16.7.
	Neoplasm of uncertain or unknown behaviour of brain and central nervous system
	D43.0–D43.4; D43.7; D43.9
	100
	

	5.16.8.
	Neoplasm of uncertain or unknown behaviour of endocrine glands
	D44.0–D44.9
	100
	

	5.16.9.
	Polycythaemia vera
	D45
	100
	

	5.16.10.
	Myelodysplastic syndromes
	D46.0-D46.2; D46.4–D46.7; D46.9
	100
	

	5.16.11.
	Other neoplasms of uncertain or unknown behaviour of lymphoid, haematopoietic and related tissue
	D47.0–D47.5; D47.7; D47.9
	100
	

	5.16.12.
	Neoplasm of uncertain or unknown behaviour of other and unspecified sites
	D48.0–D48.7; D48.9
	100
	

	6. Diseases of the skin and subcutaneous tissue

	6.1. Bullous disorders

	6.1.1.
	Pemphigus
	L10.0-L10.5; L10.8
	50
	

	6.1.2.
	Duhring’s disease
	L13.0
	50
	

	6.2. Dermatitis and eczema

	6.2.1.
	Atopic dermatitis
	L20.0; L20.8; L20.9
	100
	for children up to the age of 18 years

	6.2.2.
	Dermatitis due to substances taken internally
	L27.0–L27.2; L27.8; L27.9
	100
	for children up to the age of three years

	6.3. Papulosquamous disorders

	6.3.1.
	Psoriasis
	L40.0–L40.5; L40.8
	100
	

	6.4. Urticaria and erythema

	6.4.1.
	Other urticaria
	L50.8
	100
	

	7. Diseases of the respiratory system

	7.1.
	Acute nasopharyngitis
	J00
	100
	for children up to the age of 18 years

	7.2.
	Acute pharyngitis
	J02.0; J02.8; J02.9
	100
	for children up to the age of 18 years

	7.3.
	Acute laryngitis and tracheitis
	J04.0–J04.2
	100
	for children up to the age of 18 years

	7.4.
	Acute upper respiratory infections of multiple and unspecified sites
	J06.0; J06.8; J06.9
	100
	for children up to the age of 18 years

	7.5.
	Influenza, virus not identified
	J11.0; J11.1; J11.8
	100
	for children up to the age of 18 years

	7.6.
	Pneumonia due to Streptococcus pneumoniae
	J13
	100
	for children up to the age of 18 years

	7.7.
	Bacterial pneumonia, not elsewhere classified
	J15.0-J15.9
	100
	for children up to the age of 18 years

	7.8.
	Pneumonia due to other infectious organisms, not elsewhere classified
	J16.0; J16.8
	100
	for children up to the age of 18 years

	7.9.
	Pneumonia, organism unspecified
	J18.0–J18.2; J18.8; J18.9
	100
	for children up to the age of 18 years

	7.10.
	Acute bronchitis
	J20.0-J20.9
	100
	for children up to the age of 18 years

	7.11.
	Other chronic obstructive pulmonary disease
	J44.0; J44.1; J44.8; J44.9
	50
	

	7.12.
	Asthma
	J45.0; J45.1; J45.8; J45.9
	75
	

	7.13.
	Bronchiectasis
	J47
	50
	

	7.14.
	Hypersensitivity pneumonitis due to organic dust
	J67.0–J67.9
	100
	

	7.15.
	Other respiratory diseases principally affecting the interstitium
	J84.0; J84.1; J84.8; J84.9
	100
	

	7.16.
	Respiratory disorders in diseases classified elsewhere
	J99.0; J99.1; J99.8
	50
	

	8. Endocrine, nutritional and metabolic diseases

	8.1.
	Other hypothyroidism
	E03.0–E03.5; E03.8
	75
	

	8.2.
	Thyrotoxicosis (hyperthyroidism)
	E05.0–E05.5; E05.8; E05.9
	50
	

	8.3.
	Insulin-dependent diabetes mellitus
	E10.0–10.9
	100
	

	8.4.
	Non-insulin-dependent diabetes mellitus
	E11.0–E11.9
	100
	

	8.5.
	Other specified diabetes mellitus
	E13.0–E13.9
	100
	

	8.6.
	Hypoparathyroidism
	E20.0; E20.1; E20.8; E20.9
	50
	

	8.7.
	Acromegaly and pituitary gigantism
	E22.0
	100
	

	8.8.
	Hyperfunction of pituitary gland
	E22.1–E22.2; E22.8
	75
	

	8.9.
	Hypopituitarism
	E23.0
	100
	

	8.10.
	Hypofunction and other disorders of pituitary gland
	E23.1; E23.2
	75
	

	8.11.
	Adrenogenital disorders
	E25.0; E25.8
	50
	

	8.12.
	Other disorders of adrenal gland
	E27.1; E27.3; E27.4
	75
	

	8.13.
	Primary ovarian failure
	E28.3
	75
	

	8.14.
	Precocious puberty
	E30.1
	75
	

	8.15.
	Short stature, not elsewhere classified
	E34.3
	100
	

	8.16.
	Rickets, active
	E55.0
	100
	for children up to the age of three years

	8.17.
	Disorders of lipoprotein metabolism and other lipidaemias
	E78.0–E78.2
	50
	

	8.18.
	Disorders of mineral metabolism
	E83.0; E83.1; E83.3
	100
	the code of diagnoses E83.3 includes the sub-diagnose “Vitamin-D-resistant rickets” of the diagnose “Disorders of phosphorus metabolism and phosphatases”

	8.19.
	Cystic fibrosis (mucoviscidosis)
	E84.0; E84.1; E84.8; E84.9
	100
	

	8.20.
	Postprocedural endocrine and metabolic disorders, not elsewhere classified
	E89.0–E89.6; E89.8; E89.9
	75
	

	9. Diseases of the digestive system

	9.1. Diseases of oesophagus, stomach and duodenum

	9.1.1.
	Gastric ulcer
	K25.3; K25.7
	50
	

	9.1.2.
	Duodenal ulcer
	K26.3; K26.7
	50
	

	9.1.3.
	Peptic ulcer, site unspecified
	K27.3; K27.7
	50
	

	9.1.4.
	Gastrojejunal ulcer
	K28.3; K28.7
	50
	

	9.2. Noninfective enteritis and colitis

	9.2.1.
	Crohn disease (regional enteritis)
	K50.0; K50.1; K50.8; K50.9
	100
	

	9.2.2.
	Ulcerative colitis
	K51.0; K51.2–K51.5; K51.8; K51.9
	100
	

	9.3. Diseases of liver

	9.3.1.
	Toxic liver disease with chronic active hepatitis
	K71.5
	100
	

	9.3.2.
	Chronic active hepatitis, not elsewhere classified
	K73.2
	100
	

	9.3.3.
	Primary biliary cirrhosis
	K74.3
	100
	

	9.4. Disorders of gallbladder, biliary tract and pancreas

	9.4.1.
	Other chronic pancreatitis
	K86.1
	50
	

	9.5. Other diseases of the digestive system

	9.5.1.
	Postsurgical malabsorption, not elsewhere classified
	K91.2
	75
	

	10. Certain infectious and parasitic diseases

	10.1. Infections with a predominantly sexual mode of transmission

	10.1.1.
	Early syphilis
	A51.0–A51.5; A51.9
	50
	

	10.2. Viral infections characterized by skin and mucous membrane lesions

	20.2.1.
	Zoster with other nervous system involvement
	B02.2
	50
	

	10.3. Viral hepatitis

	10.3.1.
	Acute hepatitis C
	B17.1
	100
	

	10.3.2.
	Chronic viral hepatitis
	B18.0–B18.2
	100
	

	10.4. Human Immunodeficiency Virus (HIV) disease

	10.4.1.
	Human Immunodeficiency Virus (HIV) disease resulting in infectious and parasitic diseases
	B20.0–B20.9
	100
	

	10.4.2.
	Human Immunodeficiency Virus (HIV) disease resulting in malignant neoplasms
	B21.0–B21.3; B21.7–B21.9
	100
	

	10.4.3.
	Human Immunodeficiency Virus (HIV) disease resulting in other specified diseases
	B22.0–B22.2; B22.7
	100
	

	10.4.4.
	Human Immunodeficiency Virus (HIV) disease resulting in other conditions
	B23.0–B23.2; B23.8
	100
	

	10.4.5.
	Unspecified Human Immunodeficiency Virus (HIV) Disease
	B24
	100
	

	10.5. Helminthiases

	10.5.1.
	Echinococcosis
	B67.0-B67.9
	100
	

	10.5.2.
	Cysticercosis
	B69.0; B69.1; B69.8; B69.9
	100
	

	11. Diseases of the musculoskeletal system and connective tissue

	11.1. Infectious arthropathies

	11.1.1.
	Reactive arthropathies
	M02.3; M02.8
	50
	

	11.1.2.
	Rheumatoid arthritis with splenoadenomegaly
	M05.0–M05.3; M05.8
	100
	

	11.1.3.
	Other rheumatoid arthritis
	M06.0–M06.4; M06.8
	100
	

	11.1.4.
	Psoriatic and enteropathic arthropathies
	M07.0–M07.3
	100
	

	11.1.5.
	Juvenile arthritis
	M08.0–M08.4; M08.8; M08.9
	100
	

	11.2. Systemic connective tissue disorders

	11.2.1.
	Polyarteritis nodosa and related conditions
	M30.0–M30.3
	100
	

	11.2.2.
	Other necrotizing vasculopathies
	M31.3; M31.4; M31.5
	100
	

	11.2.3.
	Systemic lupus erythematosus
	M32.0; M32.1; M32.8
	100
	

	11.2.4.
	Dermatopolymyositis
	M33.0–M33.2
	100
	

	11.2.5.
	Systemic sclerosis
	M34.0–M34.2; M34.8
	100
	

	11.2.6.
	Other systemic involvement of connective tissue
	M35.0; M35.1; M35.3; M35.6
	100
	

	11.3. Spondylopathies

	11.3.1.
	Ankylosing spondylitis
	M45
	100
	

	11.3.2.
	Sacroiliitis, not elsewhere classified
	M46.1
	50
	

	11.3.3.
	Spondylosis
	M47.0; M47.1
	50
	

	11.4. Osteopathies

	11.4.1.
	Osteoporosis with pathological fracture
	M80.0–M80.5; M80.8; M80.9
	50
	fracture due to osteoporosis has been proven in a radiographic examination

	11.4.2.
	Osteoporosis without pathological fracture
	M81.0–M81.6; M81.8; M81.9
	50
	proven by means of osteodensitometry

	11.4.3.
	Osteoporosis in diseases classified elsewhere
	M82.0; M82.1; M82.8
	50
	proven by applying osteodensitometry

	12. Certain conditions originating in the perinatal period

	12.1.
	Other disturbances of cerebral status of newborn
	P91.0–P91.6; P91.8; P91.9
	100
	

	12.2.
	Disorders of muscle tone of newborn
	P94.0–P94.2; P94.8; P94.9
	100
	

	12.3.
	Other conditions originating in the perinatal period
	P96.0–96.5; P96.8; P96.9
	100
	

	13. Congenital malformations, deformations and chromosomal abnormalities

	13.1.
	Congenital malformation syndromes predominantly associated with short stature
	Q87.1
	100
	

	13.2.
	Turner syndrome
	Q96.0–Q96.4; Q96.8; Q96.9
	100
	

	13.3.
	Osteogenesis imperfecta
	 Q78.0
	100
	

	14. Diseases of the nervous system

	14.1. Extrapyramidal and movement disorders

	14.1.1.
	Parkinson’s disease
	G20
	75
	

	14.1.2.
	Secondary parkinsonism
	G21.0–G21.4; G21.8; G21.9
	75
	

	14.1.3.
	Parkinsonism in diseases classified elsewhere
	G22
	75
	

	14.2. Demyelinating diseases of the central nervous system

	14.2.1.
	Multiple sclerosis
	G35
	100
	

	14.3. Episodic and paroxysmal disorders

	14.3.1.
	Epilepsy
	G40.0–G40.8
	100
	

	14.3.3.
	Transient cerebral ischaemic attacks and related syndromes
	G45.0–G45.4; G45.8; G45.9
	50
	

	14.4. Diseases of myoneural junction and muscle

	14.4.1.
	Myasthenia gravis and other myoneural disorders
	G70.0–G70.2; G70.8
	75
	

	14.4.2.
	Congenital myopathies
	G71.2
	75
	

	14.5. Cerebral palsy and other paralytic syndromes

	14.5.1.
	Cerebral palsy
	G80.0–G80.4; G80.8
	100
	

	14.6. Systemic atrophies primarily affecting the central nervous system

	14.6.1.
	Huntington disease
	G10
	100
	

	14.6.2.
	Hereditary ataxia
	G11.0–G11.4; G11.8; G11.9
	50
	

	14.6.3.
	Motor neuron disease
	G12.2
	100
	

	14.7. Extrapyramidal and movement disorders

	14.7.1.
	Dystonia
	G24.0–G24.5; G24.8; G24.9
	50
	

	14.8. Other degenerative diseases of the nervous system

	14.8.1.
	Alzheimer’s disease
	G30.0; G30.1; G30.8; G30.9
	50
	

	14.9. Nerve, nerve root and plexus disorders

	14.9.1.
	Disorders of trigeminal nerve
	G50.0; G50.1; G50.8; G50.9
	50
	

	14.9.2.
	Nerve root and plexus disorders
	G54.0; G54.1; G54.5; G54.6
	50
	

	14.9.3.
	Causalgia
	G56.4
	50
	

	14.10. Polyneuropathies and other disorders of the peripheral nervous system

	14.10.1.
	Hereditary and idiopathic neuropathy
	G60.0–G60.3; G60.8; G60.9
	50
	

	14.10.2.
	Inflammatory polyneuropathy
	G61.0; G61.1; G61.8; G61.9
	50
	

	14.10.3.
	Other polyneuropathies
	G62.0; G62.2; G62.8
	50
	

	14.10.4.
	Polyneuropathy in diseases classified elsewhere
	G63.0; G63.3; G63.5
	50
	

	14.10.5.
	Other diseases of spinal cord
	G95.0–G95.2; G95.8; G95.9
	50
	

	15. Mental and behavioural disorders

	15.1.
	Dementia in Alzheimer’s disease
	F00.0–F00.2; F00.9
	50
	

	15.2.
	Dementia in other diseases classified elsewhere
	F02.0; F02.2; F02.8
	50
	

	15.3.
	Other mental disorders due to brain damage and dysfunction and to physical disease
	F06.0; F06.2
	50
	

	15.4.
	Schizophrenia
	F20.0–F.20.6; F20.8
	100
	

	15.5.
	Schizotypal disorder
	F21
	50
	

	15.6.
	Delusional disorder
	F22.0; F22.8; F22.9
	50
	

	15.7.
	Schizoaffective disorders
	F25.0–F25.2; F25.8; F25.9
	50
	

	15.8.
	Bipolar affective disorder
	F31.0–F31.9
	50
	

	15.9.
	Recurrent depressive disorder
	F33.0–F33.4; F33.8; F33.9
	50
	

	15.10.
	Moderate mental retardation
	F71.0–F71.1; F71.8–F71.9
	50
	

	15.11.
	Severe mental retardation
	F72.0–F72.1; F72.8–F72.9
	50
	

	15.12.
	Profound mental retardation
	F73.0–F73.1; F73.8–F73.9
	50
	

	15.13.
	Pervasive developmental disorders
	F84.0–F84.5; F84.8
	50
	

	15.14.
	Nonorganic enuresis
	F98.0
	100
	for children up to the age of 18 years

	15.15.
	Mental and behavioural disorders due to use of alcohol
	F10.1–10.2
	100
	for children up to the age of 18 years

	15.16.
	Mental and behavioural disorders due to use of opioids
	F11.1–11.2
	100
	for children up to the age of 18 years

	15.17.
	Mental and behavioural disorders due use of cannabinoids
	F12.1–12.2
	100
	for children up to the age of 18 years

	15.18.
	Mental and behavioural disorders due to use of sedatives or hypnotics
	F13.1–13.2
	100
	for children up to the age of 18 years

	15.19.
	Mental and behavioural disorders due to use of cocaine
	F14.1–14.2
	100
	for children up to the age of 18 years

	15.20.
	Mental and behavioural disorders due to use of other stimulants, including caffeine
	F15.1–15.2
	100
	for children up to the age of 18 years

	15.21.
	Mental and behavioural disorders due to use of hallucinogens
	F16.1–16.2
	100
	for children up to the age of 18 years

	15.22.
	Mental and behavioural disorders due to use of tobacco
	F17.1–17.2
	100
	for children up to the age of 18 years

	15.23.
	Mental and behavioural disorders due to use of volatile solvents
	F18.1–18.2
	100
	for children up to the age of 18 years

	15.24.
	Mental and behavioural disorders due to multiple drug use and use of other psychoactive substances
	F19.1–F19.2
	100
	for children up to the age of 18 years

	16. Factors influencing health status and contact with health services

	16.1.
	Need for immunization against influenza
	Z25.1
	50
	1) for persons from 65 years of age;
2) for adults classified in the following health risk groups:
– persons with chronic respiratory diseases;
– persons with chronic cardiovascular diseases irrespective of the origin thereof;
– persons with chronic metabolic disorders;
– persons with chronic kidney diseases;
– persons with immunodeficiency;
– persons who undergo immunosuppressive therapy;
3) pregnant women (additionally specifying the code of diagnoses “Z33” in the prescription)

	
	
	
	100
	1) for children between 6 to 24 months of age;
2) for children between 24 months to 18 years of age classified in the following health risk groups:
– children with chronic respiratory diseases;
– children with chronic cardiovascular diseases irrespective of the origin thereof;
– children with chronic metabolic disorders;
– children with chronic kidney diseases;
– children with immunodeficiency;
– children who undergo immunosuppressive therapy;
– children who undergo long-term therapy with ac. acetylsalicylicum

	16.2.
	Artificial opening status
	Z93.1–Z93.6
	100
	

	16.3.
	Transplanted organ and tissue status
	Z94.0; Z94.1; Z94.2; Z94.4; Z94.8
	100
	the code of diagnoses Z94.8 includes the sub-diagnose “Bone marrow graft”of the diagnose “Other transplanted organ and tissue status”

	16.4.
	Presence of cardiac and vascular implants and grafts
	Z95.1; Z95.2; Z95.5; Z95.8
	100
	

	16.5.
	Contact with and exposure to Human Immunodeficiency Virus (HIV)
	Z20.6
	100
	

	16.6.
	Asymptomatic Human Immunodeficiency Virus (HIV) infection status
	Z21
	100
	

	16.7.
	Artificial insemination
	Z31.1
	100
	

	16.8.
	In vitro fertilization
	Z31.2
	100
	

	17. Diseases of the genitourinary system

	17.1.
	Nephrotic syndrome
	N04.0–N04.9
	100
	

	17.2.
	Chronic tubulo-interstitial nephritis
	N11.0; N11.1; N11.8; N11.9
	100
	

	17.3.
	Chronic kidney disease
	N18.1–N18.5; N18.9
	100
	

	17.4.
	Hyperplasia of prostate
	N40
	50
	

	17.5.
	Endometriosis
	N80.0–N80.6; N80.8; N80.9
	50
	

	17.6.
	Excessive, frequent and irregular menstruation
	N92.0–N92.6
	50
	

	17.7.
	States associated with artificial menopause
	N95.3
	50
	

	17.8.
	Male infertility (azoospermia, oligospermia)
	N46
	100
	

	17.9.
	Female infertility
	N97.0–N97.4; N978; N97.9
	100
	

	18. Injury, poisoning and certain other consequences of external causes

	18.1.
	Unspecified effects of radiation
	T66
	75
	

	18.2.
	Sequelae of fracture of spine
	T91.1
	75
	

	18.3.
	Sequelae of other fracture of thorax and pelvis
	T91.2
	75
	

	18.4.
	Sequelae of injury of spinal cord
	T91.3
	75
	

	18.5.
	Sequelae of injury of nerve of upper limb
	T92.4
	75
	

	18.6.
	Sequelae of injury of nerve of lower limb
	T93.4
	75
	

	19. Pregnancy, childbirth and the puerperium

	19.1. Other maternal disorders predominantly related to pregnancy

	19.1.1.
	Venous complications in pregnancy
	O22.3; O22.9
	75
	

	19.1.2.
	Diabetes mellitus arising in pregnancy
	O24.4
	100
	

	19.2. Other obstetric conditions, not elsewhere classified

	19.2.1.
	Other maternal diseases classifiable elsewhere but complicating pregnancy, childbirth and the puerperium
	O99.1; O99.4
	75
	


Annex 2
Cabinet Regulation No. 899
31 October 2006
Groups of Medical Devices for Inclusion on the List of Reimbursable Medicinal Products, and the Level of Reimbursement of Expenditures for the Acquisition Thereof
[17 December 2013]
	No.
	Group of medical devices
	Amount of reimbursement
	Reimbursement restrictions

	1.
	Incontinence devices and urinary tract catheters
	50 %
	purchase of incontinence devices shall be reimbursed only in case of moderate and severe urinary incontinence

	2.
	Spacers for inhalations of medicinal products
	50 %
	

	3.
	Stoma care products
	100 %
	

	4.
	Glycaemia test-stripes
	100 %
	1) for female diabetes patients three months before pregnancy and also during pregnancy;
2) [17 December 2013]

	
	
	75 %
	for diabetes patients using insulin (except in cases when reimbursed in the amount of 100 %)

	
	
	50 %
	for diabetes patients using oral hypoglycaemic agents
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Annex 3
Cabinet Regulation No. 899
31 October 2006
Guidelines for Economic Evaluation of Medicinal Products
[25 August 2009; 22 September 2009; 19 October 2011; 10 September 2013; 7 August 2018]
1. The Guidelines for Economic Evaluation of Medicinal Products (hereinafter – the Guidelines) are a combination of methods used for pharmaco-economic analysis to support decision-making in listing medicinal products and medical devices on the list of reimbursable medicinal products or deletion thereof from the list.
2. Upon submitting an application for inclusion of medicinal products or medical devices on the list of reimbursable medicinal products, the applicant shall perform pharmaco-economic calculations in accordance with the Guidelines.
3. Upon assessing the application for inclusion of medicinal products or medical devices on the list of reimbursable medicinal products, the National Health Service shall determine administration costs of medicinal products or medical devices and assess the effect on the health care system parameters and costs in accordance with the Guidelines.
4. The following requirements shall be considered in the pharmaco-economic analysis:
4.1. clearly defined research subject;
4.2. performer of the analysis, his or her qualification and relation with the entity contracting analysis is indicated;
4.3. analysis is based on published clinical trial data which attest to the therapeutic equivalence or therapeutic added value of the medicinal product and in which the primary and secondary benefits are defined and research results are shown;
4.4. analysis may be based on unpublished clinical trial data, if they have been submitted for registration of medicinal products;
4.5. conformity with the indications of medicinal products approved in the relevant states is observed. The number of patients included in analysis shall conform to the number of patients contained in the clinical trial and all additional information applying to the research subject is included in the analysis;
4.6. clinical trial subgroup data is presented additionally in case of significant differences in therapeutic effectiveness or costs;
4.7. the costs and benefits of using the new medicinal product are compared with the costs and benefits of using another alternative therapy (standard treatment or the usual treatment in daily practice in the relevant state):
4.7.1. if the new medicinal product belongs to an existing pharmaco-therapeutic group, the comparator shall be the most commonly used alternative medicinal product in this group;
4.7.2. if the new medicinal product belongs to a new pharmaco-therapeutic group, the comparator shall be the most commonly used alternative drug for the indication;
4.7.3. non-medicinal treatments or no treatment principle may be used as a comparator if they are the most commonly used practice;
4.7.4. doses and duration of comparative treatments shall correspond to those recommended in the summary of product characteristics and treatment guidelines and doses used in the clinical trial. If different doses from those used in the clinical trial are used, such differences shall be justified;
4.7.5. alternative choices shall be justified.
5. The following types of pharmaco-economic analysis shall be distinguished (choice of the specific type shall be justified):
5.1. cost minimisation analysis (CMA). This method shall be applied if the therapeutic value of the new medicinal product is equal to that of the comparator, assuming that if the outcomes of the both treatments are equal, only costs shall be compared;
5.2. cost effectiveness analysis (CEA). This method shall be applied to compare costs and obtained results of two or more alternative treatments each with a common objective. The obtained results shall be measured in physical units. The objective of analysis is to calculate the cost per unit result achieved using the incremental cost-effectiveness ratio;
5.3. cost utility analysis (CUA). The cost utility analysis is a more comprehensive form of cost effectiveness analysis used to calculate the costs for one year-life additionally gained, including the expedience or evaluation of the quality of life. The origin of expedience value shall be explained in the analysis and the method (general or disease-specific) applied to evaluate the quality of life shall be validated.
6. The therapeutic value of the medicinal product shall be determined by the result of use thereof (either for an individual patient or the entire health care system):
6.1. reduced mortality;
6.2. reduced incidence of disease complications;
6.3. reduced incidence of adverse effects caused by the disease;
6.4. incidence of well-controlled therapy symptoms;
6.5. reduced incidence of hospitalisations and recurrence.
7. If the pharmaco-economic analysis has been performed in another state, the results of the study shall be adapted to the conditions of the health care system in Latvia. The following essential criteria shall be considered:
7.1. choice and frequency of adjunctive therapy;
7.2. ratio of patient age and gender;
7.3. evaluation of patient disease severity;
7.4. choice of comparator therapy.
8. The criteria for selecting the applied clinical trials:
8.1. explicitly stated study design;
8.2. randomised, double-blind and controlled trials (non-blinded studies, if the choice is justified);
8.3. clearly defined research subject;
8.4. comparable patient groups at baseline;
8.5. clinically relevant endpoint and study duration based on an “intention to treat” analysis;
8.6. the clinical and statistical significance of the achieved results.
9. The clinical trial analysis may be based on a single clinical trial or meta-analysis (combination of several clinical trials). Meta-analysis increases the precision of the estimates of differences between the new medicinal product and comparative therapy. If calculations are based upon a meta-analysis, selection criteria of trials and the performed statistical tests shall be specified.
10. The results of clinical trials shall be presented as a summary of results for the new medicinal product and comparative therapies. The following data shall be specified for each comparison:
10.1. the number of patients assigned to treatment;
10.2. the number of withdrawals;
10.3. the number of successes and failures presented as the risk of event onset or the ratio between the number of cases per group and the total number of patients in the group (indicating confidence intervals);
10.4. changes in the mean values for the group (indicating confidence intervals).
11. In order to identify the differences in the clinical effectiveness of the new medicinal product and comparative treatments, the absolute risk difference (the difference between the risk of the incidence of events in the studied group and the risk of the incidence of events in the control group) shall be calculated and used for pharmaco-economic analysis. Simultaneously, relative performance measures shall also be calculated (ratio of the risk of the incidence of events in the studied group and the risk of the incidence of events in the control group).
12. The pharmaco-economic analysis shall be performed based on the direct health care costs. Direct health care costs shall include the following:
12.1. costs of medicinal products (including costs of adjunctive therapies and the treatment of adverse effects);
12.2. costs of medical services;
12.3. costs of hospital services;
12.4. costs of diagnostic and laboratory investigation services;
12.5. any other direct health care costs.
13. If additional pharmaco-economic analysis is aimed at the public in general, also other costs shall be included therein (both direct and indirect costs outside the health care system): costs of social services, costs related to the patient transfer and other costs to the patient or his or her family.
14. If the pharmaco-economic analysis is performed based on economic studies performed abroad, all costs shall be adapted to the conditions of the local health care and also sources of data used to estimate costs shall be provided. Costs shall be adjusted according to the following principles:
14.1. pharmaco-economic study costs positions corresponding to the practice in the relevant state shall be established;
14.2. number of costs units (for example, number of consultations, number of bed days);
14.3. changes in the cost per unit of costs;
14.4. all costs shall be specified in euro.
15. If any direct or indirect costs outside the health care system are included, they shall be indicated separately and calculations shall be conducted separately, including the following:
15.1. direct costs within the health care system;
15.2. direct costs outside the health care system;
15.3 indirect costs outside the health care system.
16. Summary data analysis shall include the following comparison parameters of administration of the relevant alternatives:
16.1. treatment costs per acquired result unit for each alternative shall be indicated – costs for a life-year gained, a life-year without progression of the disease or, if the abovementioned indicators are not available, for acquired quality-adjusted life year;
16.2. the incremental cost-effectiveness ratio shall be calculated in the cost-effectiveness analysis or cost utility analysis for a life-year additionally gained, a life-year without progression of the disease or, if the abovementioned indicators are not available, for acquired quality-adjusted life year to show the difference for one additional result reached with the new medicinal product;
16.3. total costs of both comparable treatments and total benefit for the health care system shall be calculated. Total cost savings in the health care system shall be presented, if relevant.
17. The pharmaco-economic analysis shall include discounting of costs and benefits that is a standard feature of economic evaluations. Future costs and benefits shall be discounted at an annual rate of 5 %. If another discounting rate is used, justification shall be provided.
18. The sensitivity analysis shall be applied to measure the extent of the effect of factorial (for example, time of the onset of therapeutic result, disease prevalence (patient number in the population), disease incidence (number of new cases per year)) changes upon the results of analysis. The sensitivity analysis shall specify statistical tests performed and the confidence intervals around the main variables.
19. If the pharmaco-economic analysis cannot be performed according to the methods described above, economical modelling techniques can be applied (for example, to model a sufficient analysis period when trial data provide too short time frame, or when the data originate from a study which was carried out in settings of a different system). The economic model shall be presented in a manner that will enable the replication of the analysis, concurrently submitting electronic copy of the spreadsheets or the software used. The indicators of effectiveness and costs used in the model must be substantiated. The economic model shall be based upon scientific evidence.
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Annex 4
Cabinet Regulation No. 899
31 October 2006
Wholesaler’s Mark-up Applicable to Basic Price of Reimbursement for Medicinal Products and Medical Devices included in the List of Reimbursable Medicinal Products
[10 September 2013]
	No.
	Manufacturer’s price (euro)
	Wholesaler’s mark-up (% or euro)

	1.
	0.01.-2.83
	10 %

	2.
	2.84.-5.68
	9 %

	3.
	5.69.-11.37
	7 %

	4.
	11.38.-21.33
	6 %

	5.
	21.34.-28.44
	5 %

	6.
	28.45.-142.27
	4 %

	7.
	142.28.-711.42
	3 %

	8.
	711.43.-1422.86
	2 %

	9.
	1422.87 and more
	1 %


Annex 5
Cabinet Regulation No. 899
31 October 2006
Correction Coefficients and Correction Sums Applicable for Pharmacy Price Calculation for Medicinal Products and Medical Devices Included in the List of Reimbursable Medicinal Products
[10 September 2013]
	No.
	Basic price of reimbursement (euro)
	Correction coefficient
	Correction sum (euro)

	1.
	0.01.-1.41
	1.30
	0.00

	2.
	1.42.-2.83
	1.25
	0.07

	3.
	2.84.-4.25
	1.20
	0.21

	4.
	4.26.-7.10
	1.17
	0.43

	5.
	7.11.-14.21
	1.15
	0.57

	6.
	14.22.-21.33
	1.10
	1.28

	7.
	21.34.-28.44
	1.07
	1.92

	8.
	28.45.-71.13
	1.05
	2.49

	9.
	71.14 and more
	1.00
	6.05


Annex 6
Cabinet Regulation No. 899
31 October 2006
Maximum Permissible Difference in Costs of Medicinal Products for Different Pharmaceutical Forms of the Same General Name
	No.
	Form of the medicinal product
	Difference in costs

	1.
	Tablets and capsules
	0 %

	2.
	Soluble tablets
	20 %

	3.
	Prolonged release tablets and capsules
	20 %

	4.
	Aerosols
	30 %

	5.
	Mixtures and other liquid pharmaceutical forms
	40 %

	6.
	Suppositories
	100 %

	7.
	Pastas, ointments, gels
	100 %

	8.
	Injections
	100 %
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Annex 7
Cabinet Regulation No. 899
31 October 2006
Plan to Introduce the Procedures for Reimbursing Expenditures for the Acquisition of Medicinal Products and Medical Devices Intended for the Outpatient Medical Treatment
[25 August 2009]
Translation © 2018 Valsts valodas centrs (State Language Centre)
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