Cabinet Regulation No 899
Riga, October 31st, 2006 (Prot. No 56, §50)

Procedures for the Reimbursement of Expenses toward the Purchase of Medicinal Products and Medical Devices for the Out-patient Care

Issued pursuant to the Pharmacy Act, Clause 5, Paragraph 20 

I. General Provisions

1. These Regulations prescribe procedures for the reimbursement of expenses toward the purchase of medicinal products and medical devices for ambulatory care (hereinafter — procedures for reimbursement).

2. The reimbursement procedure includes an aggregate of measures, which provide an opportunity for a patient to purchase medicinal products and medical devices, whose purchase expenses are partially or fully refunded, as provided hereof, using the funds, which are assigned for reimbursement of purchase expenses for medicinal products for the current year as provided by the State Budget Law, or the funds, which are allocated in accordance with the Social Security Network Strategy (hereinafter – funds granted for reimbursement). The purpose of measures included in the Reimbursement procedures is to ensure the necessary medicinal products and medical devices within the frame of funds assigned for the reimbursement for the widest possible range of patients, and to achieve the lowest possible price for  medicinal products and medical devices within the reimbursement system, and to switch the funds obtained as a result of the saving to satisfy the patients’ needs provided by the reimbursement system.
Shall come into force on December 31st, 2011
2.1 Payments (clearings) for medicinal products and medical devices, which are distributed by the reimbursement procedure, shall be made in Latvian lats.
II. Basic Principles of Reimbursement Procedures 

3. Expenses toward the purchase of medicinal products (hereinafter – reimbursed medicinal products) and medical devices (hereinafter – reimbursed medical devices) included on the list of Reimbursable medicinal products (i.e., the list of medicinal products and medical devices which are to be reimbursed under these Regulations using the funds allocated to such reimbursement) shall be reimbursed, as provided hereof, to patients who have been diagnosed with any of the diseases specified in Annex 1 hereof with reference to the nature and severity of the disease and reimbursement restrictions and prescribing terms specified, or in such cases as provided for in Subparagraph 92.1 hereof. 

3.1 For a patient who is acknowledged as indigent by such procedure as provided by the normative acts and who is eligible to reimbursement of purchase expenses on medicinal products and medical devices as provided hereof, the purchase expenses on medicinal products and medical devices shall be reimbursed in full amount from the funds, which are allocated for reimbursement in accordance with the Social Security Network Strategy, save for the following exceptions:  
3.1 1. when the patient is prescribed with non-reference medicinal products included into List A of reimbursable medicinal products, in which case the patient shall cover the difference between the pharmacy’s prices (inclusive of value-added tax) for the reference and non-reference medicinal products of the corresponding group;
3.1 2. when the costs of the prescribed medicinal products exceed the amount provided for in Paragraph 100 hereof.
3.2 For a patient, who lives separately or in a family consisting of a married couple, or persons sharing sustenance costs and dwelling in the same household, and whose incomes after tax per his/her family member for the last three months did not exceed LVL 120 per month, and who is eligible under these Regulations to reimbursement of expenses on the purchase of medicinal products and medical devices, the said expenses shall be reimbursed in full amount from the funds allocated in accordance with the Social Security Network’s strategy, except for such cases as provided for in Subparagraphs 3.1 1 and 3.1 2 hereof.
3.3 A decision as to the person’s incomes conformity to the level of incomes stated in Paragraph 3.2 above, based on such Declaration of Incomes as provided for in the normative acts regarding healthcare organization and financing procedure for exemption from patient’s contribution and co-financing (hereinafter referred to as ‘Declaration of Incomes’), shall be issued by the municipal social service, on whose territory the person has declared his/her domicile. The municipal social service shall verify up to 10 per cent of submitted Declarations of Incomes by random choice to make sure the information contained in the declarations is true. 
3.4 Such conformity certificates as provided for in the normative acts regulating healthcare organization and financing procedure regarding the a separately residing person or family’s status entitling to exemption from the patient’s co-financing of medicinal products and medical devices in accordance with the normative acts regarding the procedure of reimbursement of costs on purchase medicinal products and medical devices meant for out-patient treatment, on the grounds of a Declaration of Incomes, shall be issued by the municipal social service, on whose territory the person has declared his/her domicile.Shall come into force on January 1st, 2012
3.5 At a pharmacy (drug-store) the patients described in Paragraph 31 and 32 above must produce a certificate of their conformance to the indigent (family’s) person’s status issued by the competent municipal social service as provided for in the normative acts regarding acknowledgement of a family or a separately residing person as indigent, or such a certificate as mentioned in Paragraph 34 hereof.
3.5 At a pharmacy (drug-store) the patients described in Paragraph 31 above must produce a certificate of their conformance to the indigent (family’s) person’s status issued by the competent municipal social service as provided for in the normative acts regarding acknowledgement of a family or a separately residing person as indigent.
Shall come into force on January 1st, 2012
4. Expenses toward the purchase of medicinal products shall be reimbursed, applying the following reimbursement categories:

4.1. Category I — reimbursement in the amount of 100% or in the amount of the reference price for the relevant group (regarding medicinal products and medical devices included on the List A of the Reimbursable Medicinal Products) if the patient has been diagnosed with a chronic, life-threatening disease or a disease that results in a severe, irreversible disability, and the treatment of the disease requires the use of the respective medicinal products to maintain the patient’s vital functions;

4.2. Category II — reimbursement in the amount of 75% or in the amount of 75% from the reference price for the relevant group (regarding medicinal products and medical devices included on the List A of the Reimbursable Medicinal Products) if the patient has been diagnosed with a chronic disease the treatment of which without the administration of the respective medicinal products would complicate the maintenance of the patient’s vital functions, or a disease, which results in a severe disability;

4.3. Category III — reimbursement in the amount of 50% or in the amount of 50% from the reference price for the relevant group (regarding medicinal products and medical devices included on the List A of the Reimbursable Medicinal Products) if the patient has been diagnosed with a chronic or acute disease, the treatment of which requires administration of the medicinal product in order to maintain or improve the patient’s health condition, or in case vaccines are reimbursed from the funds granted for reimbursement.

Shall come into force on December 31st, 2011
4.1 When buying a medicine included into Category I of the List of Reimbursable Medicines, a patient shall be charged LVL 0.50 per prescription at the pharmacy. When effecting clearings with the pharmacy, the National Health Service shall reduce the repayable amount by the aforesaid patient’s payment amount.

4.2 The Patient’s payment mentioned in Subparagraph 4.1 hereof shall not be applied to:

4.2 1. Prescriptions issued to such patients as mentioned in Paragraph 3.1 and 3.2 hereof;

Shall come into force on January 1st, 2012
4.2 2. Prescriptions issued to children aged under 18;

4.2 3. Prescriptions for such medicines whose pharmacy’s price, which is fixed by the National Health Service, does not exceed three lats.
5. Classes of reimbursable medical devices and the level of their reimbursement shall be established in accordance with the Annex 2 to these Regulations.

6. The List of Reimbursable medicinal products shall consist of three sections: List A, List B, and List C. The Lists of Reimbursable medicinal products shall be prepared on the following principles:

6.1. In accordance with the criteria Paragraph 23 and Section IV hereof, List A shall include medicinal products of equal therapeutic efficacy within the range of a general name equivalent to the seven-digit anatomic-therapeutic-chemical classification code (hereinafter: “general name of a medicinal product), or pharmacotherapeutic group of medicinal products and medical devices of equal kind of use;

6.2. In accordance with the criteria Paragraph 23 and Section V hereof, List B shall include such medicinal products and medical devices that fail to meet the criteria mentioned in Section IV.

6.3 List C shall include those medicinal products and medical devices the expenses of which for the treatment of one patient exceeds 3000 Lats per year, and for which the prescribing criteria specified in the Paragraph 55 hereof are inadequate to limit the number of patients according to the funds granted for reimbursement.

7. Medicinal products applied for the inclusion on the List of Reimbursable medicinal products shall comply with the following criteria:

7.1. Medicinal products are included on the list of medicinal products registered in the Republic of Latvia or registered with the European Medicines Agency under a centralized registration procedure of medicinal products, or distributed in parallel in accordance with the regulatory enactments regarding the importation and distribution of medicinal products, or there a permit to import and distribute the medicinal products in the territory of the Republic of Latvia has been received in accordance with the Article 10, Paragraph 7 of the Pharmaceutical Law;

7.2. Medicinal products have been classified as medicinal products subject to medical prescription in accordance with regulatory enactments on the procedure for classification of medicinal products;

7.3. Medicinal products are meant for use if there is any of such diseases as specified in the Annex hereof.

8. Homeopathic medicinal products shall not be included on the List of Reimbursable medicinal products.

9. Medical devices applied for the inclusion on the List of Reimbursable medicinal products shall comply with the following criteria:

9.1 They must have an EC Conformity Declaration and a CE conformity marking as provided for in the normative acts regulating the medicinal products’ registration, conformity evaluation and distribution procedures;

9.2. Medical devices are intended for the use in the case of any of the diseases specified in the Annex 1 to these Regulations.

10. Expenses toward the purchase of medicinal products and medical devices shall be reimbursed in accordance with the List of Reimbursable medicinal products that shall be elaborated and maintained by the National Health Service. In the List, the Medicines Pricing and Reimbursement State Agency shall specify the general name of the medicinal product, name of the medicinal product, code in the anatomic-therapeutic-chemical classification, identification number, marketing authorization holder, pharmaceutical form, strength, package size, basic reimbursement price, price at the pharmacy (value added tax included), the reimbursement sum, the List category and the inclusion period (if the medicinal products are included into the List for a definite period), as well as a medical device’s group, name, identification number, marketing authorization holder, package size, basic reimbursement price, price at the pharmacy (value added tax included), the reimbursement sum, the List category and the inclusion period (if the medical device is included into the List for a definite period).

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, a holder (owner) of marketing authorization or an authorized representative thereof, or a wholesaler of medicinal products or medical devices, or an authorized representative thereof (hereinafter — applicant) shall submit a written application to the National Health Service. The application shall include:

11.1 information on the applicant (name of the legal entity, registration number, legal address) and the payee (account details);

11.2 information on the medicinal product or medical device (name, registration number, registration date, manufacturer’s price and the intended basic reimbursed price, number of units per package (hereinafter – package size)). For medicinal products, the general name, code of the medicinal product in the anatomic-therapeutic-chemical classification with the defined daily dose (hereinafter – ATC/DDD classification), pharmaceutical form and strength (the amount of active substances per dose);

11.3 disease with the diagnosis code mentioned according to the International Statistical Classification of Diseases and Health Problems (Revision 10) (hereinafter - IDC) and patients target group (patients group with a specific diagnosis for which the use of the relevant medicinal product or medical device is grounded), for the treatment of which the reimbursement of expenses toward the purchase of medicinal product or medical device shall be evaluated.

12. The applicant shall enclose the following documents and information to the application for the inclusion of a medicinal product on the List of Reimbursable medicinal products:

12.1 summary of clinical trials and copies of publications with reference to the source specified that demonstrate the therapeutic efficacy and benefits of the mentioned medicinal product compared to other available alternative therapy in Latvia (if an application for inclusion of a new general name on the List of Reimbursable medicinal products is being submitted);

12.2 information on the manufacturer’s price in the state of manufacture and the European member state in the relevant currency and Latvian lats in conformity with the exchange rate determined by the Bank of Latvia for the day of application;

12.3 calculation of the expected expenditure of the funds granted for reimbursement, including comparative therapy, patient target groups and the number of patients, as well the calculation of the potential amount of marketable medicinal products and medical devices within the scope of reimbursement procedures in Latvia, and the foreseen turn-over;

12.4. pharmaco-economic calculations according to the guidelines for economic evaluation specified in the Annex 3 to these Regulations (in the case an application for inclusion of a new general name of a medicinal product into the List of Reimbursable medicinal products is being submitted);

12.5 a certification that the continuous presence on the market of the reimbursable medicinal products will be ensured;

12.6. an authorization issued by the holder (owner) of the marketing authorization or a wholesaler, if an authorized representative of the holder (owner) of the marketing authorization or a wholesaler is submitting the application;

12.7. a document verifying registration of the applicant in any of the European Economic Area states, as well as a document (copy) verifying the right for representation;

12.8 information on the number of patients for whom the expenses toward the purchase of the relevant medicinal product are intended to be covered from their own funds, if the medicinal product should be included on the List C.

13. Where medicinal products are being imported and distributed in the territory of the Republic of Latvia in accordance with Section 10, Subparagraph 7 of the Pharmaceutical Law, the applicant shall attach the following information to the application:

13.1. patient leaflet of the medicinal products in Latvian and in the original language;

13.2. the wholesale price in the state of manufacture and state of exportation in the currency and lats in conformity with the exchange rate determined by the Bank of Latvia for the day of application;

13.3. a certification that the continuous presence in the market of the medicinal products will be ensured;

13.4. calculations regarding the possible amount of medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in lats), the estimated number of patients per annum;

13.5. an authorization issued by the holder of the permit of the State Drug Agency for the importation of non-registered medicinal products, where an authorized representative is submitting the application.

14. Where the medicinal products are being distributed in parallel or imported in parallel, an applicant shall attach the following information:

14.1. the manufacturer’s price in the state of manufacture and the state of exportation in conformity with the exchange rate determined by the Bank of Latvia for the day of application;

14.2. a certification that the continuous presence of the medicinal products in the market will be ensured;

14.3. calculations regarding the possible amount of the medicinal products to be sold in Latvia in accordance with the procedures for reimbursement, the estimated turnover (in lats), the estimated number of patients per annum;

14.4. authorization issued by the parallel distributor or parallel importer, where an authorized representative is submitting the application.

15. The applicant shall enclose the following documents and information to the application for the inclusion of a medical device on the List of Reimbursable medicinal products:

15.1 manufacturer’s price in the state of manufacture and the European member state in the relevant currency and lats in conformity with the exchange rate determined by the Bank of Latvia for the day of application;

15.2 calculation of the expected expenditure of the funds granted for reimbursement, including comparative therapy, patient target groups and the number of patients, as well the calculation of the potential amount of marketable medical devices within the scope of reimbursement procedures in Latvia, and the foreseen turn-over;

15.3 a certification that the continuous presence on the market of the reimbursable medical devices will be ensured;

15.4 an authorization issued by the holder (owner) of the marketing authorization, if an authorized representative of the holder (owner) of the marketing authorization is submitting the application;

15.5 a document verifying registration of the applicant in any of the European Economic Area states, as well as a document (copy) verifying the right for representation;

15.6 information on the number of patients for whom expenses for the purchase of the definite medical device are intended to be covered by the applicant from his funds if the medical device has been included on List C;

15.7 description of the medical device in Latvian.

15.8 A copy of EC Conformity Declaration.

16. The following documents and information shall be annexed to an application for reviewing of the compensation (reimbursement) conditions for medicinal products: 

16.1. Summary of clinical trials and copies of publications with a reference to the source that demonstrates the ground for the re-evaluation of prescribing terms or inclusion of the medicinal product on another list for the specific diagnosis and patients target group;

16.2. Calculation of the expected expenditure of the funds granted for reimbursement, including comparative therapy, patient target groups and the number of patients, as well the potential amount of marketable medicinal products and medical devices within the scope of reimbursement procedures in Latvia, and the foreseen turn-over when the prescribing terms are changed or the medicinal product is included on another list;

16.3. Pharmaco-economic calculations according to the guidelines for economic evaluation specified in Annex 3 hereof that establish the grounds for the re-evaluation of prescribing terms or inclusion of the medicinal product on another list for the specific diagnosis and patients target group.

16.4. information about the selling price of the medicinal product manufacturer in the relevant currency and in Latvian lats at the Bank of Latvia’s currency exchange rate as of the day of submission of an application in all such EU member-states where the said medicinal products are being sold.

16.1 The following documents and information shall be annexed to an application for reviewing of compensation (reimbursement) conditions for medical devices:
16.1 1. justification of reviewing the compensation (reimbursement) conditions for a concrete diagnosis or a target group of patients, or inclusion of a medical device into another List;

16.1 2. estimate of the expected expenditure of funds granted for reimbursement, including the number of target groups of patients and the number of patients, as well as an estimate of the possible quantity of medical devices to be sold in Latvia by reimbursement procedure and the expected turnover after the change in the reimbursement conditions;

16.1 3. information about the selling price of the medical device manufacturer in the relevant currency and in Latvian lats at the Bank of Latvia’s currency exchange rate as of the day of submission of an application in all such EU member-states where the said medical devices are being sold..

16.2 The following documents and information shall be annexed to an application for reviewing of the basic reimbursement conditions for medicinal products or medical devices:

16.2 1. calculation-based justification of the change in the manufacturer price or basic reimbursement price. Increase in the basic reimbursement price may be justified by a rise in the production costs, changes in currency exchange rates, application of the maximum wholesaler surcharge;

16.2 2. estimate of the expected expenditure of funds granted for reimbursement after the change in the basic reimbursement price, including comparative therapy, the number of target groups of patients and the number of patients, as well as an estimate of the possible quantity of medicinal products and medical devices to be sold in Latvia by reimbursement procedure and the expected turnover;

16.2 3. information about the selling price of the medicinal product manufacturer in the relevant currency and in Latvian lats at the Bank of Latvia’s currency exchange rate as of the day of submission of an application in all such EU member-states where the said medicinal products oe medical devices are being sold.

163. An application for reduction of the basic reimbursement price for a medicinal product or a medical device on the List B or C for a fixed period must contain the following details: the name of the medicinal product or the medical device, the registration number of the same, the general name, strength and form of the medicinal product, the package size, the basic reimbursement price, the temporarily reduced basic reimbursement price and the effective period of the reduced price.  The application must be filed not later than the 1st day of May April (for the reduced price to be applied as of   1st July) and not later than the 1st day of November October (for the reduced price to be applied as of 1st January). The effective period for the reduced basic reimbursement price shall be at least six months.
Shall come into force on January 1st, 2012
17. The National Health Service, in addition to the documents and information referred to in Paragraphs 11, 12, 13, 14, 15 and 16 hereof, has the right to request additional information necessary for the taking of a decision.

18. The applicant shall be responsible for the authenticity of data included in the documents and information annexed to the application. Following registration of the application at the National Health Service, the applicant shall not be authorized to amend the information specified in the application on his own. In the case the applicant should wish to amend the information specified in the application, the application shall be submitted again. The previous application shall be nullified (the fee for the new application shall not be requested).

18.1 The applicant must notify the National Health Service immediately in case of any changes in the names of the medicinal products or medical devices included into the List of Reimbursable Medicinal Products, registration, number, Registration Certificate holder or its authorized representative.

19. Following the registration of the application, the National Health Service shall issue an invoice according to the price list for the public services of the National Health Service.

20. Based on the application submitted by the applicant, the National Health Service has the right to waive the charge for examination of an application or the charge for the keeping of a medicinal product or a medical device on the List of Reimbursable medicinal products, or the fee for the examination of application for the change of the basic price for reimbursement in the case of medicinal products distributed in parallel or imported in parallel, or the fee for the examination of the application for re-evaluation of prescribing terms in the following cases:

20.1. the turnover of the medicinal product or a medical device during the previous year within the system of reimbursement did not exceed 1500 lats, but these products are essential to ensure the treatment process;

20.2 the medicinal product has been imported and distributed in the territory of the Republic of Latvia according to Pharmaceutical Law, Paragraph 10, Subparagraph 7.

21. The applicant may submit an application to cancel the fee specified in the Article 20 hereof at any moment. If the National Health Service shall take the decision to cancel the payment specified in the Article 20 hereof, it shall not issue an invoice for the relevant payment or nullify the invoice already issued. In case the applicant has already paid for the evaluation of the application or for maintenance of a medicinal product or medical device on the List of Reimbursable Medicinal Products, the applicant’s expenses shall not be refunded.
22. When examining the application for the inclusion of a medicinal product or a medical device on the List of Reimbursable medicinal products, the National Health Service shall perform the following actions:

22.1 therapeutic evaluation, and shall evaluate:

22.1.1 results of published clinical studies on the benefits of the definite medicinal product’s therapeutic efficacy within the pharmaco-therapeutic group or diagnosis with regard to the mortality value, incidence of chronic diseases, occurrence of disability, reduction in the cases of hospitalization, improvement in the health status in comparison to another available therapeutic method;

22.1.2 conformity to the treatment regimens developed by professional associations of physicians for the treatment of the definite disease (hereinafter – treatment regimens), and international treatment guidelines;

22.1.3 the place of the medicinal product in the relevant treatment regimen of the disease (for example, first or second line medicine, patient target groups);

22.1.4 conformity of the pharmaceutical form and strength to the treatment regimen;

22.1.5 correspondence of the package size to the treatment regimen;

22.2 economic evaluation, and shall evaluate:

22.2.1 treatment costs with the administration/use of the relevant medicinal product or a medical device, and their effect on the funds granted for reimbursement (including the possible effect of any adverse reactions of the medicinal product or medical device on the course and costs of treatment);

22.2.2 efficacy and costs of the new general name of a medicinal product in comparison to another available treatment option in accordance with the economic evaluation guidelines for medicinal products accepted in the Annex 3 to these Regulations;

22.2.3 prices for the medicinal products and medical devices in comparison to the prices for the relevant medicinal products and medical devices in other states of the European Union.

23. Medicinal products shall be included into Lists A and B, if they comply with the following criteria in addition to the requirements specified in Subparagraphs 6.1 and 6.2, and Article 7:

23.1 the medicinal product possesses an established therapeutic efficacy and benefits in the treatment of any of diseases specified in Annex 1 hereof;

23.2 use of the medicinal product complies with the treatment regimens of the relevant disease, or international treatment guidelines;

23.3 pharmaceutical form and strength corresponds to the treatment regimen;

23.4 package size corresponds to the treatment regimen;

23.5 administration costs of the medicinal product are predictable and comparable to the expected therapeutic effect and the funds granted for reimbursement for the definite year.

24. Medical devices shall be included into Lists A and B, if they comply with the following criteria in addition to the requirements specified in Subparagraphs 6.1 and 6.2, and Article 9:

24.1 medical devices possess an established therapeutic efficacy and benefits in the treatment of any of diseases specified in the Annex 1 to these Regulations;

24.2 administration costs of the medical device are predictable and comparable to the expected therapeutic effect and the funds granted for reimbursement for the definite year.

25. Medicinal products, the efficacy of which is higher in comparison with another available cost-effective therapy, but the inclusion of which on the List of Reimbursable medicinal products may cause additional expenses from the funds granted for the reimbursement, shall be included on the List of reimbursable products, applying the prescription conditions and if allowed by the amount of funds granted for the reimbursement.

26. The basic price of reimbursement for the medicinal products and medical devices, or any medicinal product or medical device reimbursed from the state budget funding in part or completely (wholesaler’s sales price) shall not exceed the price obtained by utilizing the following formula:

KBC = KMRC + LP, where

KBC = the basic price of reimbursement for the medicinal products and medical devices in lats;

KMRC – the manufacturer’s price in lats of the reimbursable medicinal products or medical devices;

LP – the wholesaler’s mark-up in per cent (Annex 4).

27. For medicinal products, which are distributed or imported in parallel, the basic reimbursement price shall be at least by 10% lower compared to the price for the reimbursable medicinal products towards which the parallel distribution or importation has been made. Costs of other medicinal products that are included and may be included on the List of Reimbursable medicinal products shall not be compared to the costs of medicinal products, which are distributed or imported in parallel.

28. The pharmacy price of the reimbursable medicinal products and medical devices, or any medicinal product or medical device reimbursed from the state budget funding in part or completely shall be determined by utilising the following formula:

KMAC = KBC x k + X + PVN, where

KMAC – the pharmacy price in lats of the reimbursable medicinal products or medical devices;

KBC – the basic price of reimbursement in lats;

k – the correction coefficient (Annex 5);

X – the correction amount in lats (Annex 5);

PVN – the calculated value added tax.

29. The difference between the pharmacy/public price of the medicinal products or medical devices and the reimbursement sum shall be covered by the patient.

29.1 Any medicinal products or medical devices included into the List of Reimbursable Medicinal Products may only be sold by pharmacies at such prices as specified by the National Health Service in compliance with the reimbursement procedure as provided hereof.

29.2 In accordance with a pharmacy’s submitted information within the reimbursement procedure, the National Health Service shall pay LVL 0.50 per prescription (except for prescriptions for any non-reference medicinal products or medical devices included in List A) to a pharmacy, which acts as an individual pharmacy outside urban territory and whose turnover (not inclusive of the turnover of any of its affiliates) in the previous year did not exceed LVL 50,000 for a 12-month period.  To receive the payment, the pharmacy’s owner must file an application to the National Health Service enclosing a document certifying the turnover amount.

30. The manufacturer’s price or the reimbursement basic price for the medicinal products (medical devices) to be included on the List of reimbursable medicinal products shall not be higher than the third lowest manufacturer’s sales prices or wholesale prices for these medicinal products (medical devices) in other states of the European Union, and shall not exceed the manufacturer’s sales prices or wholesale prices for these medicinal products (medical devices) in Estonia and Lithuania.

31. When conducting the observation studies of the reimbursable medicinal products, the manufacturer of the medicinal product shall cover expenses associated with the purchase and observations of administration of the relevant medicinal product.

IV. Inclusion of Medicinal Products and Medical Devices on the List A, and Calculation of the Reference Price

32. List A shall include medicinal products:

32.1. within the common general name of the medicinal product with a similar route of administration, and medical devices with the common method of use;

32.2. within a pharmaco-therapeutic group of medicinal products (three-five characters in the ATC/DDD classification) if:

32.2.1 the medicinal product’s therapeutic efficacy has been shown in treatment of one and the same as specified in Annex 1 hereof;

32.2.2 there are no clinically relevant differences with regard to the clinical study data, therapeutic efficacy and adverse events;

32.3 if these are combined medicinal products and general names of their constituents or the general names of medicinal products of equal therapeutic efficacy are included on the List of Reimbursable medicinal products and no advantages with respect to therapeutic efficacy and adverse effects of the combined product have been shown in clinical trials, when compared to individual components used alone

33. Medicinal products on List A shall be divided by groups of equal therapeutic efficacy taking into consideration the medicinal product’s pharmaceutical form and strength, as well as the conformance of the package size to the treatment course. Medicinal products meant for the beginning of therapy or dose titration (gradual medicinal product’s dosage decrease or increase) shall be grouped in one group with the medicines of a proximate strength.

34. Medical devices on List A shall be grouped in view of their type of use.

35. For each group of medicinal products or medical devices on List A, a reference price shall be calculated which should be the pharmacy price of the cheapest medicinal product in the group of equal therapeutic efficacy or the cheapest medical device. The reference price is the basis for the calculation of the reimbursement sum. The reference price can be for one medicinal product or medical device included in the reference group only.
Shall come into force on January 2nd, 2012
36. In order to calculate the reference price for medicinal products and medical devices included into List A, the following principles shall be applied:

36.1 the reference price shall be calculated for each name of the medicinal product, including pharmaceutical form, strength and package size, and for each medical device name;

36.2 reference price for each name of the medicinal product shall be established based on the expenses associated with the treatment with the reference medicinal product in the group of equal therapeutic efficacy according to the defined daily dose in the ATC/DDD classification with the consideration of the pharmaceutical form, strength and package size of the medicinal product;

36.3 if, according to the submitted clinical documentation, the therapeutic daily dose of the medicinal product does not correspond to the defined daily dose in the ATC/DDD classification, the reference price shall be calculated based on the therapeutic daily dose;

36.4 the cost per unit of different pharmaceutical forms may differ from the cost of tablet and capsule pharmaceutical forms in accordance to the maximum allowed cost difference stated in Annex 6 hereof;

36.5 the price per unit of the active substance of higher strength medicinal products of one general name of medicinal products shall be lower than the price of one unit of the active substance of lower strength medicinal product;

36.6 the price of one unit of a bigger package of the same strength medicinal products of one general name of medicinal products shall be lower than the price of one unit of the nearest smaller package;

36.7 administration expenses for combined medicinal products shall not exceed the sum of the cheapest medicinal products of the same general name of medicinal products or the general names of medicinal products of equal therapeutic efficacy included on the List of reimbursable medicinal products.

37. The reimbursement sum for the medicinal products and medical devices included into List A shall be formed from the reference price by applying the reimbursement level defined in Annex 1 hereof.

371. Having reviewed the reference price of the medicinal products or medical devices included into List A on such grounds as provided for in Paragraph 38 hereof, the National Health Service shall mention the relevant changes in the List of Reimbursable Medicinal Products in its resolution regarding the medicinal products or medical devices, which caused the relevant changes in the reference price, without amending the resolutions on other medicinal products or medical devices included into the given reference group (hereinafter – non-reference medicinal products or medical devices).
38. The National Health Service shall revise the reference price or basic reimbursement price for medicinal products and medical devices included into List A on the following grounds:

38.1 the applicant submission enclosing such documents and information as provided for in Paragraph 162;

38.2 decision to include such medicinal products and medical devices on the List of reimbursable medicinal products, through the utilization of which the treatment costs are made lower than the costs of medicinal products or medical devices already included on the List of reimbursable medicinal products;

38.3 written report by the State Pharmaceutical Inspectorate that the reference medicinal product or medical device is constantly not available on the market. In such case, the reference price shall be recalculated according to the next cheapest medicinal product or medical device within the relevant mutually replaceable group of medicinal products or medical devices.

38.4 decision to strike a reference medicinal product or medical device off the List of reimbursable medicinal products.

38.5 grouping of medicinal products for the purpose of calculation of reference prices.

38.1 The National Health Service shall decide not to increase the basic price for reimbursement of medicinal products and medical devices if:    

38.1 1. the applicant fails to submit a calculation-based justification for price increasing; 

38.1 2. the anticipated increase in the costs as a result of price reviewing is incommensurable with the funds allocated for reimbursement purposes;

38.1 3. the sales volume of the relevant medicinal products or medical devices in the framework of the reimbursement procedure increased by more than 10% for the previous year, and no reimbursement of the said medicinal products or medical devices to patients has been started for patients with other diagnoses, or prescription requirements have been changed;

38.1 4. the manufacturer’s price or the reimbursement basic price for medicinal products (medical devices) is higher than the third lowest manufacturer’s sales prices or wholesale prices in other states of the European Union, or  exceeds the manufacturer’s sales prices or wholesale prices for these medicinal products (medical devices) in Estonia and Lithuania.

38.2 If an applicant suggests reduction of the basic reimbursement price of any medicinal product or medical device on List A, the basic reimbursement price of such medicinal products or medical devices must be at least by 5% lower than that of the reference medicinal products or medical devices of the relevant reference group of List A.

38.2 If an applicant suggests reduction of the basic reimbursement price of any medicinal product or medical device on the List A by setting the price below the current basic reimbursement price for the medicinal products or medical devices in the relevant reference group, the basic reimbursement price of such medicinal products or medical devices must be at least by 5% lower than that of the reference medicinal products or medical devices of the relevant reference group of the List A. When the applicant proposes to lower the basic reimbursement price for medicinal product or medical device on the List A without setting the price below the basic reimbursement price for the medicinal products or medical devices in the relevant reference group, the reduction of the basic reimbursement price for this medicinal product or medical device shall be acceptable in the amount that it does not result in the reference price.
Shall come into force on December 31st, 2011
38.3 If an applicant suggests inclusion of a new medicinal product or medical device into List A, and the National Health Service makes a such a decision as provided for in Paragraph 45 hereof regarding the transferral of any medicinal products or medical devices from List B to List A, the basic reimbursement price for the new reference medicinal products or medical devices must be at least 30% lower than that of the reference medicinal products or medical devices on List B.  The basic reimbursement price for the next two medicinal products or medical devices to be included into List A must be at least 10% lower than that of reference medicinal products or medical devices included in the relevant reference group of List A.  The basic reimbursement price of any further medicinal products or medical devices to be included into List A must be at least 5% lower than that of the reference medicinal products or medical devices of the relevant reference group of List A.

38.4 If an applicant fails to ensure constant and continuous availability of the reference medicinal products or medical devices in the Latvian market, the relevant medicinal products or medical devices shall be struck out of the List of Reimbursable Medicinal Products. 
385. If the basic reimbursement price for a medicinal product or a medical device is reduced for a fixed period at the applicant’s request as provided for in Paragraph 163 hereof, the provisions of Paragraph 382 hereof shall not be applicable.
Shall come into force on December 31st, 2011
V. Inclusion of Medicinal Products and Medical Devices into List B

39. Medicinal products and medical devices shall be included into List B if, in addition to the criteria specified in Paragraph 23 hereof,  the price is substantiated with a pharmaco-economic calculation, which is performed in accordance to the economic evaluation guidelines for medicinal products established by the Annex 3 to these Regulations, and where expenses for one additional therapeutic efficacy result unit gained (cost-effectiveness increase ratio) has been calculated, and the cost-effectiveness of the medicinal product within the healthcare system in general or for a particular patient group has been established.

40. For medicinal products and medical devices included on List B, the reimbursement sum shall be formed by applying the reimbursement amount established by Annex 1 hereof to the pharmacy (public price).

41. When establishing the basic price for a medicinal product to be included on List B, the cost for the medicinal product within the frame of one general name of medicinal product shall be evaluated, and the following conditions shall be applied:

41.1 expenses for different pharmaceutical forms may differ from the expenses for tablet and capsule pharmaceutical forms according to the difference range of costs specified by the Annex 6 to these Regulations and calculated according to the therapeutic daily dose in the ATC/DDD classification. If, according to the submitted clinical documentation, the therapeutic daily dose does not correspond to the defined daily dose in the ATC/DDD classification, the price shall be calculated based on the therapeutic daily dose in the submitted clinical documentation;

41.2 the price of a unit of a higher strength medicinal product shall be lower than the price of a unit of a lower strength medicinal product;

41.3 the price of one unit of a bigger package of the same strength medicinal products shall be lower than the price of one unit of the nearest smaller package.

42. When establishing the price for medical devices that shall be put on List B, it shall be regarded that the costs for one unit of a medical device of different manufacturers intended for identical use shall not differ by more than 10%.

43. The National Health Service has the right to revise the approved reimbursement price for the medicinal products and medical devices included on List B in the following cases:

43.1 Receipt of the applicant’s submission enclosing such documents and information as provided for in Paragraph 162;

43.2 The sales increase during a year exceeds 10%, except cases when the reimbursement of medicinal products and medical devices during the specified period of time has been started for patients with other diagnoses, or the prescribing conditions have been amended;

43.3 Comparable or superior medicinal products with regard to the therapeutic efficacy or medical devices with lower cost have included on the List of reimbursable medicinal products.

44. The National Health Service shall have the right to refuse to increase the basic reimbursement price for a medicinal product and a medical device included on List B if:

44.1 the applicant has not submitted a relevant, calculation-based substantiation for the price increase;

44.2 the sales amount of the definite medicinal product or a medical device has increased by more than 10% per year within the range of reimbursement system, and no reimbursement has been started for patients with other diagnoses, or no prescribing conditions have been amended;

44.3 there are comparable medicinal products with regard to the therapeutic efficacy or medical devices with lower costs on the List of reimbursable medicinal products;

44.4. the anticipated increase in the costs as a result of price reviewing is incommensurable with the funds allocated for reimbursement purposes;

44.5. the manufacturer’s price or the basic reimbursement price for medicinal products (medical devices) is higher than three lowest manufacturer’s sales prices or wholesale prices in other states of the European Union, or  exceeds the manufacturer’s sales prices or wholesale prices for these medicinal products (medical devices) in Estonia and Lithuania.

44.1 If an applicant suggests reduction of the basic reimbursement price of medicinal products or medical devices on List B within two years before the expiration of the patent protection period, the price reduction must be at least 30%, except for such cases when the National Health Service requires the price reduction pursuant to Paragraph 30 hereof.

442.  If the basic reimbursement price for a medicinal product or a medical device is reduced for a fixed period at the applicant’s request as provided for in Paragraph 163 hereof, the provisions of Paragraph 441 hereof shall not be applicable.
45. The Medicines Pricing and Reimbursement Agency shall take a decision on inclusion into List A of the medicinal products and medical devices, which are currently on List B, whenever a decision has been taken regarding the inclusion of a new name, general name of a medicinal product of equal therapeutic efficacy, or a new medical device of equal type of use into the List of Reimbursable Medicinal Products. If, after having reassessed the conformity of medicinal products or medical devices included into the list of reimbursable medicinal products to such requirements and criteria as provided hereof, the National Health Service states that the list of reimbursable medicines contains a general name of medicinal products of equal therapeutic efficacy or a medical device of equal type of use, the National Health Service shall decide on the transfer of the said medicinal products or medical devices from List B to List A.
VI. Inclusion of Medicinal Products and Medical Devices into List C

46. Medicinal products and medical devices shall be included into List C if the applicant undertakes to cover cost of medicinal products reimbursement expenses for a definite number of patients from his own funding at the rate of at least 10% of the number of patients specified in Subparagraph 47.1 hereof or of the estimated turnover of medicinal products or medical devices in the framework of the medicines purchase costs compensation system, if that complies with the provisions of Subparagraph 6.3, Paragraphs 39 and 41 hereof, and the following criteria:

46.1 the medicinal product or medical device possesses an established therapeutic efficacy with regard to the reduction of mortality or life-threatening and irreversible disability-causing disease sequel;

46.2 cost-effectiveness increase ratio for a life-year acquired in addition does not exceed the cost-effectiveness increase ratio for medicinal products and medical devices already included on List C;

46.3 the number of patients who need the reimbursement of expenses toward the purchase of the definite medicinal product or medical device is predictable.

47. When including medicinal products or medical devices into List C, the National Health Service shall determine the following:

47.1 The number of patients who will receive the reimbursement of expenses toward the purchase of the definite medicinal product or medical device from the funds granted for reimbursement for the relevant year, including those patients whose treatment course is to be completed the next year (the one that was commenced in the previous year);

47.2 The number of patients who will receive the reimbursement of expenses toward the purchase of the definite medicinal product or medical device from their own funding, including those patients whose treatment course is to be completed the next year (the one that was commenced in the previous year);

47.3 The percentage of the funds allocated to reimbursement for the relevant year and that of the applicant’s own funding. 

48. The National Health Service shall have the right to re-evaluate the number of patients, if the data of analysis performed establish the possibility to cover the expenses toward the purchase of the definite medicinal product or medical device for a greater number of patients within the scope of the funds planned for reimbursement.

49. In case applications from several applicants regarding the same general name of a medicinal product have been received, the National Health Service shall take a positive decision on the most economically beneficial offer with the consideration of the treatment costs for one patient based on the pharmacy (public) price and the total number of patients for whom it is possible to ensure the reimbursement of the medicinal product within the range of one calendar year.

50. The National Health Service shall have the right to take a decision to include into List B such medicinal products and medical devices, which are currently on List C, in case of receipt of an application regarding the reduction of the reimbursement basic price, if the costs of such medicinal products or medical devices per patient do not exceed LVL 3000 per annum.

50.1 The National Health Service is entitled to take a decision on the inclusion into List A of such medicinal products and medical devices, which are currently on List C in case of receipt of an application regarding the inclusion of medicinal products of equal therapeutic efficacy or medical devices of equal type of use into the List of Reimbursable Medicinal Products , provided that the costs of such medicinal products or medical devices per patient do not exceed LVL 3000 per annum.
51. The National Health Service shall have the right to re-evaluate the reimbursement basic price for medicinal products and medical devices included on List C, or reimbursement conditions for them, in the case the National Health Service has an information in its possession on changes to the price of these medicinal products or medical devices in other countries. 
52. The reimbursement sum for the medicinal products and medical devices included on the List C shall be formed from the pharmacy (public) price by applying the reimbursement level defined in the Annex 1 to these Regulations.

VII. Decision Making and Announcement

53. The National Health Service shall take a decision regarding the inclusion of the medicinal products or medical devices on the List of reimbursable medicinal products, revision of reimbursement conditions or inclusion of the medicinal product on another list within a time period of 180 days from the date of registration of the application with the exclusion of the time period necessary to receive the additional information referred to in Paragraph 17 hereof, and the time period from the issue of the invoice until its payment (in the case the applicant has not paid for the examination of the application within three months following the moment the invoice has been sent, the National Health Service shall not review the application and shall inform the applicant on the fact). When reviewing an application, they shall also determine the eligibility of the medicinal products or medical devices for inclusion into Lists A, B or C, the basic reimbursement price and the drugstore price for all the medicinal products or medical devices to be included, as well as the reference price for medicinal products or medical devices to be included into List A.
54. The National Health Service shall take a decision regarding re-evaluation of the basic price of reimbursement of the medicinal products or medical devices within a time period of 90 days from the date of registration of the application with the exclusion of the time period necessary to receive the additional information and the time period necessary to pay for the examination of the application (in the case the applicant has not paid for the examination of the application within three months following the moment the invoice has been sent, the National Health Service shall not review the application and shall inform the applicant on the fact).

55. The National Health Service shall take a decision regarding diseases referred to in Annex 1 to these Regulations; the expenses toward the purchase of medicinal products or medical devices intended for the treatment of these diseases will be reimbursed from the funds granted for reimbursement. Restrictions for prescribing of reimbursable medicinal products or medical devices, or the prescribing conditions shall be established in the following cases:

55.1 reimbursement of medicinal products or medical devices is clinically based and cost-effective only for a particular patients target group;

55.2 benefits or this medicinal product for a definite group of patients has been established in clinical studies of the medicinal product, but the cost of the medicinal product is higher compared to the cost of other medicinal products in the relevant pharmacotherapeutic group (three-five characters in the ATC/DDD classification);

55.3 for the administration of the medicinal product, a supervision by a particular professional is required, therefore, the prescribing shall be within the competence of a professional of the relevant therapeutic field (the professional shall establish the therapy, but, afterwards, the family doctor may prescribe the medicinal product and monitor the administration of it), or the medicinal product may be prescribed by a specialist only;

55.4 the predictable cost for the reimbursement of the medicinal product or a medical device exceeds the funding granted for the reimbursement of purchase of medicinal products for the relevant year.

56. Decision on reviewing of compensation (reimbursement) conditions shall be made in compliance with such requirements and criteria as provided hereof and on the basis of:
56.1 analysis of published results of clinical studies of the medicinal product,
56.2 evaluation of effects on the funds granted for reimbursement;
56.3 results of a pharmaco-economic estimate, which is made in accordance with the guidelines for economic evaluation of medicines as provided in Annex 3 hereof, and calculation of costs per unit of additionally achieved therapeutic efficacy result (cost-efficiency growth factor), and evidence of the medicine’s cost-efficiency in treatment of a certain disease or a target group of patients;

56.1 A decision on reviewing of the medical device reimbursement conditions shall be made in accordance with such requirements and criteria, as well as in view of the submitted justification of reviewing the reimbursement conditions and upon evaluation of effects on the funds granted for reimbursement.

57. Decision on the inclusion of a medicinal product or a medical device on the List of reimbursable medicinal products shall include the following information in addition to the one specified by the Administrative Procedure Law:

57.1 period of inclusion of the medicinal product or medical device (time period when the medicinal product or medical device is on the List of reimbursable medicinal products) if the medicinal product or medical device is included for a definite period.
57.2 basic price of reimbursement and the pharmacy (public) price for the medicinal product or medical device, for List A: reference price as well;

57.3 diseases for the treatment of which the expenses toward the purchase of specific medicinal product or medical device shall be reimbursed;

57.4 prescribing conditions for the specific medicinal product or medical device (if relevant in accordance with Paragraph 55 hereof);

57.5 decision validation time.

58. In its decision on inclusion of medicinal products and medical devices into List C, the National Health Service shall state the information specified in Paragraphs 57 and 47 hereof, as well as the maximum permissible number of patients, which is determined on the basis of the average costs of treatment of patients with the relevant diagnosis who were treated in the previous year using the concrete medicinal products in accordance with such  funding as provided in Subparagraph 71.2 hereof.
59. Within 30 days following adoption of a decision on inclusion of a medicinal product or a medical device on the List C, the National Health Service shall prepare and conclude a contract for a free-of-charge delivery of a concrete quantity of the medicinal product or the medical device to the medical institution with the applicant who has concluded a contract with the National Health Service for provision of healthcare services.

60. The National Health Service shall publish the decision to include the medicinal product or medical device into List C in the Latvijas Vestnesis newspaper. The National Health Service’s decision to include the medicinal product or medical device into List C shall come into force as of the day of its publication in the Latvijas Vestnesis newspaper.
61. Medicinal products and medical devices, which are meant for treatment of definite diseases, shall be put on the List of Reimbursable Medicinal Products for an indefinite time period (except cases when the inclusion period has been already determined initially) until a decision is made to strike off the medicinal product or medical device from the List of Reimbursable Medicinal Products.

61.1 The National Health Service evaluates the reimbursement conditions of the medicinal products and medical devices included into the List of Reimbursable Medicines and makes a decision regarding reconsideration of the reimbursement conditions of the medicinal products and medical devices taking into account the medicinal products and medical devices’ clinical and economic efficacy, as well as the effects on the funds granted for reimbursement.

61.2 The National Health Service is entitled:

61.2 1. To repeatedly evaluate the conformity of the medicinal products and medical devices on the List of Reimbursable Medicines to such requirements and criteria as provided hereof. If the National Health Service reveals any medicinal product or medical device’s nonconformity to these provisions, the said Agency shall send a warning to the applicant.

61.2 2. To include medicinal products and medical devices into the List of Reimbursable Medicinal Products for a definite period. Reduction of the reimbursement basic price for a fixed period shall be allowable in the amount not affecting the reference price, and the price reduced for a fixed period shall not be comparable to the reference price.
Shall come into force on January 1st, 2012 and shall be valid till January 31st, 2012
612.3 To make decisions on reduction of the basic reimbursement price or the drugstore price for a fixed period at the applicant’s request as mentioned in Paragraph 163 hereof. The admissible reduction in the basic reimbursement price shall be in such amounts as not to affect the reference price.
Shall come into force on December 31st, 2011
62. The National Health Service shall not include medicinal products and medical devices into the List of Reimbursable Medicinal Products and shall not review the reimbursement conditions on the applicant initiative if:

62.1 such inclusion of medicinal products or medical devices or reviewing of the reimbursement conditions do not comply with the requirements and criteria as provided hereof;

62.2 the costs are effective, but inclusion of the medicinal product requires additional budget funding. In such case, the Healthcare Economic Centre, without repeated application from the applicant, shall decide repeatedly on the inclusion of the medicinal product on the List of reimbursable medicinal products following the allocation of the relevant budget funding, if the applicant has not reported to the Healthcare Economic Centre about withdrawal of his application;

62.2. where inclusion of medicinal product or medical device into the List of reimbursable medicinal products requires additional budget funding, which are incommensurate with the funds allocated to reimbursement for the relevant year;

62.3. administration/use of a medicinal product or medical device is not applicable to outpatient treatment.

62.1 The National health Service shall update the List of Reimbursable Medicinal Products (i.e. include or strike out medicinal products and medical devices and review the reimbursement conditions, basic reimbursement prices and reference prices) twice a year – as of 1st January and 1st .July.

62.2 To review a basic reimbursement price on the applicant’s initiative, the applicant must file a relevant request not later than 15th October (if the changes must come into effect as of 1st January) or not later than 15th April (if the changes must come into effect as of 1st July). The National Health Service shall update its internet site Section “Reimbursed medicinal products” with the received information within three working days. The Applicant shall have the right to submit a new application to the National Health Service regarding reduction of the reimbursement basic price below the lowest price proposed for the relevant reference group within seven working days from the day following the deadline for submission of the relevant application (October 15 or April 15) in line with the amount provided in the Article 38.2 hereof. The National Health Service shall immediately update its internet site with the information on the newly proposed price. When the National Health Service shall find out by collecting the information on the newly proposed price that the lowest price proposed for the relevant reference group is the same, the relevant applicants shall be offered to reduce the proposed price repeatedly by not applying the amount provided in the Article 38.2 hereof.
Shall come into force on January 1st, 2012 and shall be valid till January 31st, 2012
62.2 To review a basic reimbursement price on the applicant’s initiative, the applicant must file a relevant request not later than 1st September (if the changes must come into effect as of 1st January) or not later than 1st March (if the changes must come into effect as of 1st July). The National Health Service shall update its internet site Section “Reimbursed medicinal products” with the received information within three working days. Applicants who have filed proposals for review of the basic reimbursement price, shall have the right to submit a new application to the National Health Service regarding reduction of the reimbursement basic price below the lowest price proposed for the relevant reference group within ten working days from September 9 (if the changes must come into effect as of 1st January) or from March 9 (if the changes must come into effect as of 1st July), in line with the amount provided in the Article 38.2 hereof. The National Health Service shall within three working days update its internet site with the information on the newly proposed price. When the National Health Service shall find out by collecting the information on the newly proposed price that the lowest price proposed by several applicants for the relevant reference group is the same, or when the proposal to revise the price has not been filed, but there are two or more medicinal products on the List of Reimbursable Medicinal Products with the lowest basic reimbursement price, the relevant applicants shall be offered to reduce the proposed price repeatedly by not applying the amount provided in the Article 38.2 hereof. 

Shall come into force on February 1st, 2012 
62.3 When the proposed lowest basic reimbursement price or approved lowest pharmacy price is relevant for several medicinal products or medical devices in the definite reference group, the status of the cheapest medicinal products shall be established by the National Health Service by applying it to the medicinal products or medical devices with highest sales in natural units within the previous half of the year within the frame of the reimbursement system.
Shall come into force on January 1st, 2012 
63. The National Health Service shall take a decision on withdrawal of medicinal products and medical devices from the List of Reimbursable Medicinal Products whenever:

63.1 The medicinal products and medical devices have been withdrawn from the market or the distribution thereof has been prohibited;

63.2 the basic price of reimbursement has not been observed, and the fact is confirmed by the report from the State Pharmaceutical Inspectorate;

63.3 The applicant has not ensured continuous existence of the reimbursable medicinal products and medical devices on the market, and the fact is confirmed by the report from the State Pharmaceutical Inspectorate; 

63.4 The applicant within a period of two months after receipt of the invoice has not made payments for the keeping of the medicinal products and medical devices on the List of reimbursable medicinal products;

63.5 The applicant has submitted an application for withdrawal of the medicinal product or the medical device from the List of reimbursable medicinal products;

63.6 The applicant does not comply with the decision specified in Paragraph 57 hereof, the requirements mentioned in Subparagraphs 47.2 and 47.3 hereof or the provisions of the contract, which was concluded with the National Health Service as specified in Paragraphs 59 or 113 hereof;

63.7 The applicant failed to file for elimination of nonconformity within one month’s time of the dispatch of such a warning from the National Health Service as provided for in Subparagraph 61.2 1 hereof.

64. The National Health Service shall inform the applicant regarding the decision taken in writing, and shall update the Internet page of the National Health Service with the relevant information within 10 days, as well as shall inform of the fact the Ministry of Health 15 days prior to the time the decision shall come into force. Amendments to the List of reimbursable medicinal products, as well as the part of the decision on inclusion of medicinal products on List C shall be published by the National Health Service in the newspaper “Latvijas Vēstnesis”.

641. The National Health Service shall notify, by electronic means, the applicants of non-reference medicinal products or medical devices about its resolution on the medicinal products or medical devices, which caused the change in the reference price.
642. At least 30 days before the effective date of the reduction in the basic reimbursement price and the drugstore price for a fixed period as mentioned in Subparagraph 612.3 hereof, the National Health Service must notify, by electronic means, the Applicant, the Healthcare Ministry, the Health Inspectorate, pharmacies having contractual relations with the National Health Service, and wholesalers of medicinal products about the National Health Service’s resolution on the said price reduction, without amending the List of Reimbursable Medicinal Products. Notices of resolutions on the reduction in the basic reimbursement price and the drugstore price for a fixed period for those medicinal products or medical devices, which are on List A, shall be forwarded electronically to the applicants of all medicinal products or medical devices included into the relevant reference group.
Shall come into force on December 31st, 2011 
65. The applicant shall have the right to contest the decision taken by the National Health Service at the Ministry of Health by the procedure established by the Administrative Procedure Law. Decision taken by the Ministry of Health may be appealed at the court.

66. The State Pharmaceutical Inspectorate shall control compliance with the procedures for reimbursement by the pharmaceutical companies, and shall inform the National Health Service in writing on any violations detected.

VIII. Reimbursement of Medicinal Products included on List C

67. Following the validation of the decision on inclusion of medicinal products or medical devices into List C, the National Health Service decides on reimbursement of the medicinal products or medical devices include into List C in case of receipt of a letter signed by the manager of any of the medical institutions - the Riga Eastern Clinical University Hospital limited liability company, the Pauls Stradins Clinical University Hospital state-owned limited liability company, the Children’s Clinical University Hospital state-owned limited liability company, the Daugavpils Regional Hospital limited liability company, the State Agency ‘Latvian Infectology Centre’ or the Piejūras (Seaside) Hospital state-owned limited liability company – enclosing a decision of a council of experts from the relevant medical sphere regarding a concrete patient’s need for a certain medicinal product or medical device specifying the diagnosis, the diagnosis code according to the IDC classification, name of the medicinal product, pharmaceutical form and strength, or the type of the specified medical device, and the justification for the need to administer the medicinal product or the medical device, and the recommended duration of the treatment course and the required quantity of the medicinal product. The National Health Service shall forward its decision to the patient and inform the relevant medical institution.

67.1 The National Health Service shall refuse to reimburse the medicinal products or medical devices included into List C if:

67.1 1. The given case does not comply with the requirements of Paragraph 67 hereof;

67.1 2. The given case does not comply with the medicinal product or medical device prescription conditions, which are stated in the decision regarding the inclusion of certain medicinal products or medical devices into List C;

67.1 3. The number of patients has been reached as provided for in the decision regarding the medicinal product or medical device’s inclusion in List C. 
68. At the beginning of the treatment process, the Applicant shall cover the expenses out of its own funds at t rate of at least 10% of the quantity of the medicinal product or medical devices required for each patient  or the expenses of every other patient until the number of patients (specified in the National Health Service’s decision) has been reached whose purchase expenses with regard to the relevant medicinal product or medical device are supposed to be covered by the Applicant’s funds as provided for in Subparagraph 47.2 and Paragraph 58. Having made a decision in favour of reimbursement of the medicinal product or medical device included into List C, the National Health Service shall inform the applicant in writing about the medical institution, to which the applicant shall supply the medicinal product or medical device in accordance with the concluded. The Applicant shall reimburse the costs of purchase of the medicinal products or medical devices till expiration of the period as specified in the decision of the council of experts of the medical institution as provided for in Paragraph 67 hereof. 

69. The National Health Service shall take a record of every decision taken by councils of doctors that has been received with regard to the necessity of use of medicinal products and medical devices included on List C, and shall specify the following:

69.1 Patients for whom the payment for their medicinal products or medical devices is made from the funding granted for reimbursement;

69.2 Patients for whom the payment for their medicinal products or medical devices is made from the applicant’s funding;

69.3 Medical practitioner (healthcare institution) that is prescribing the definite medicinal product or medical devices;

69.4 Duration of the treatment course and expenses.

70. Whenever a patient discontinues administration of a certain medicinal product or use of a medical device, or completes a course of medical treatment, the concrete healthcare institution shall inform the Health Mandatory Insurance State Agency accordingly within 10 days of the discontinuation of administration of the medicinal product or use of the medical device. The National Health Service shall inform the concrete healthcare institution on the options to initiate the administration of the medicinal product or use of the medical device for the next patient, in accordance with the registered decision taken by the council.

IX. Monitoring of Financial Resources

71. The National Health Service shall administer the funds granted for the reimbursement. When planning allocation of the granted funding, the following conditions shall be met:

71.1 funding for reimbursement of expenses toward the purchase of medicinal products and medical devices for individual patients in accordance with Paragraph 99 hereof shall be envisaged;

71.2 funding for reimbursement of expenses toward the purchase of medicinal products and medical devices included on the List C shall be envisaged;

71.3 funding for patients who, according to the prescribing conditions, may be prescribed medicinal products by professionals at the definite healthcare institution only shall be envisaged;

71.4 reserve in amount of 5% shall be planned by deducing funding referred to in Subparagraphs 71.1, 71.2, 71.3 and 71.6 from the total funding;

71.5 funding for prescribing of reimbursable medicinal products and medical devices performed by the doctors referred to in Paragraph 84 hereof shall be planned by deducing funding referred to in Subparagraphs 71.1, 71.2, 71.3, and 71.4 from the total funding;

71.6 funding for imprisoned individuals.
Shall come into force on January 1st, 2012
72. Information on the amount of the required funding shall be retrieved by the National Health Service from:

72.1 in the case specified in Subparagraph 71.3 hereof, it shall be calculated by multiplying the anticipated number of patients (in view of the management information system data for the previous period) by the amount of funding per patient as planned for the next calendar year;

72.2 in the case specified in Subparagraph 71.6 hereof, it shall be calculated by multiplying the number of patients anticipated by the Latvian Prison Administration per diagnosis and group of diagnoses by the amount of funding per patient spent by the state during the previous period in the relevant diagnosis or group of diagnoses.
73. Funding related to in Subparagraph 71.5 hereof shall be calculated based on the following parameters:

73.1 expenses during the previous period for covering expenses toward the purchase of medicinal products or medical devices (if a period of less than 12 months is used for calculations, the resulting data shall be re-calculated proportionally by referring them to 12 months);

73.2 evaluation of the treatment costs performed by the National Health Service, and their effect on the funding granted for reimbursement, if new medicinal products or medical devices are intended for inclusion on the List of reimbursable medicinal products, or any amendments to the List of reimbursable medicinal products is scheduled.

74. Medicinal products and medical devices referred to in Subparagraph 71.5 hereof, and the amount of funding planned for the reimbursement of thereof, shall build up the cluster of reimbursable medicinal products specialty: medicinal products or medical devices prescribed by a medical practitioner of a definite specialty, or a family doctor.

75. The National Health Service shall re-examine the list of medicinal products and medical devices included in the reimbursable medicinal products specialty, and the funding intended for the definite group, when a decision has been taken on amendments to the List of reimbursable medicinal products.

76. In contracts with healthcare institutions, the National Health Service shall specify the planned amount of funding for prescribing of reimbursable medicinal products and medical devices at the healthcare institution, which the latter undertakes to observe by signing the contract. Once a quarter, the National Health Service shall process information on the amount of prescribed reimbursable medicinal products and medical devices in Latvian lats per patient by specialties and diagnoses. Whenever the amount of medicines prescribed by one doctor for one patient with a certain diagnosis exceeds the average value for the relevant specialty or diagnosis by more than 30%, the National Health Service shall inform the relevant healthcare institution and the Health Inspection accordingly.         

77. The amount of the funding referred to in Paragraph 76 hereof for prescribing of reimbursable medicinal products and medical in the specialty of the definite physician shall be calculated by applying the following formula:

L = l x A, where

L – the planned amount of the funding for prescribing of reimbursable medicinal products and medical devices in the relevant specialty of physicians;

l – the planned amount of the funding for prescribing of reimbursable medicinal products and medical devices per one out-patient visit in the specialty of the definite physician;

A – the forecasted number of out-patient visits to the healthcare institutions in the definite specialty of physicians.

78. The planned amount of the funding for prescribing of reimbursable medicinal products and medical devices per one out-patient visit in the definite specialty of physicians shall be calculated by applying the following formula:

l = P : AA, where

P – the intended amount of funding for the cluster of reimbursable medicinal products specialty;

AA – the scheduled number of out-patient visits in the definite specialty of physicians.

79. The number of out-patient visits in the definite specialty of physicians shall be calculated by the National Health Service based on the number of the out-patient services registered in the National Health Service management information system for the previous period.

79.1 When out-patient visits to a certain family physicians’ specialty are being calculated, also family physician nurse’s or physician assistant’s (involved in the voluntary quality evaluation system) visits shall be added to the family physicians’ visits in order to receive a prescription of a reimbursable medicinal product or medical device without visiting the family physician.
81. Where the amount of funding referred to in Paragraph 79 hereof exceeds the funding referred to in Subparagraph 71.4 hereof, the reserve planned in Subparagraph 71.4 hereof shall be reduced.

82. The National Health Service shall have the right to revise the amount of funding for prescribing reimbursable medicinal products and medical devices in the definite specialty of doctors for the healthcare institution specified in the contract, and to use the planned reserve in the following situations:

82.1 the National Health Service has taken a decision on amendments to the List of reimbursable medicinal products (for example, supplements to the List of reimbursable medicinal products or changes to the prescribing terms);

82.2 structure and the actual costs of the medicinal products and medical devices prescribed by physicians at the healthcare institution are not in line with the cluster of the specialty (the amount of funding for medical practitioners and healthcare institutions shall be changed by the National Health Service after the evaluation of six months (as of September 1 of the current year) and nine months (as of November 1 of the current year) utilization data.

83. The National Health Service shall give an overview to the Ministry of Health monthly regarding the utilisation of the funds granted for reimbursement of purchase of medicinal products showing all cases when the expenses for the purchase of medicinal products have been reimbursed according to the Section XII hereof.

X. Duties of Medical Practitioners

84. Medicinal products and medical devices included on the Positive List shall be prescribed on a special prescription form by a physician who has the relevant rights according to the contract between the medical institution and the National Health Service regarding offering of healthcare services or on the amount of  funding for prescribing of medicinal products or medical devices in the definite speciality of physicians.

84.1 When a patient has never received a medicinal product or medical device included on the List A of Reimbursable Medicinal Products intended for the definite diagnosis within the frame of reimbursement procedures, the physician shall prescribe the general name of the medicinal product or the general name of a medical device intended for this diagnosis on a special prescription form.

Shall come into force on January 1st, 2012
84.2 When the use of the medicinal product or medical device dispensed according to the Article 89 hereof does provide the desired therapeutic effect, the treatment shall be continued with them. When these do not provide the desired therapeutic effect, the physician shall prescribe another medicinal product or medical device starting from the lowest price within the frame of the general name. The justification for the change of the medicinal product or medical device shall be stated by the physician in the patient’s medical records. Physician shall report on the observed adverse effects to the State Agency of Medicines according to the legislation on the monitoring of adverse effects caused by medicinal products and medical devices.
Shall come into force on January 1st, 2012
84.3 When a physician has prescribed a brand name of a medicinal product or medical device in the case referred to in the Article 84.1 hereof, the National Health Service shall notify the Health Inspectorate.
Shall come into force on January 1st, 2012
85. When prescribing medicinal products and medical devices included on List A the public pharmacy) price of which is higher than the reference price, the physician shall inform the patient about the fact.

86. When prescribing insulin preparations, the physician shall make an entry in the insulin card of the patient with diabetes mellitus.

XI. Responsibilities of Pharmacies

87. Pharmacy that has contractual relations to the National Health Service shall dispense medicinal products and medical devices to the patient the costs of purchase of which are partially or completely covered from the funds granted for the reimbursement, except for the case the patient wants to get vaccinated with a vaccine included on the List of reimbursable medicinal products available at the healthcare institution. In such a case, the pharmacy and the healthcare institution shall follow the below described procedure:

87.1 vaccination with a vaccine included on the List of reimbursable medicinal products shall be performed at a healthcare institution that has signed a relevant agreement with the National Health Service;

87.2 the healthcare institution shall plan the number of persons to be vaccinated with the consideration of restrictions defined by the Annex 1 to these Regulations;

87.3 the healthcare institution shall make a written inquiry to the pharmacy on delivery of a necessary number of vaccine doses. A special prescription according to the legislative acts on prescribing shall be documented by a medical practitioner on each case of vaccination and the used vaccine, and the healthcare institution shall deliver it to the pharmacy till the end of the current month;

87.4 when supplying the healthcare institution with the required number of vaccine doses, the pharmacy shall process a dispatch note. Based on the received prescriptions, the pharmacy shall enter data on supplied vaccines in the management information system of the National Health Service;

87.5 the healthcare institution shall reimburse expenses to the pharmacy at the amount of 50% of the pharmacy (public) price for the supplied vaccines included on the List of reimbursable medicinal products within 30 days of the delivery of vaccines. The rest part of the pharmacy (public) price shall be reimbursed by the National Health Service from the funds granted for reimbursement. Expenses that are paid by the healthcare institution in the amount of 50% shall be covered by the vaccinee.

88. Pharmacy shall ensure dispense of medicinal products and medical devices included on the List of reimbursable medicinal products no later than within two days after receipt of a special prescription.

89. If the physician, in writing a prescription for medicinal products included on the List of reimbursable medicinal products, has used the general name of a medicinal product, the duty of the pharmacist is to dispense the cheapest reimbursable medicinal products that conform to this name, pharmaceutical form and strength.
88. Pharmacy shall ensure the dispense of medicinal products and medical devices included on the List of reimbursable medicinal products which are not the reference medicinal product or medical device, or which are not the cheapest within the frame of a general name, no later than within two days after receipt of a special prescription. The availability of the reference, as well as the cheapest medicinal products or medical devices within the frame of a general name from the reference group of medicinal products or medical devices that has been requested at the pharmacy within the previous month shall be ensured by the pharmacy for entire working hours period in the amount of stocks for an average consumption of five days. The availability of the reference, as well as the cheapest medicinal products or medical devices within the frame of a general name from the reference group of medicinal products or medical devices that has not been requested at the pharmacy within the previous month shall be ensured by the pharmacy within at least 12 hours following receipt of the special prescription form in cities, or within 24 hours outside cities. 

Shall come into force on January 2nd, 2012
89. If the physician, in writing a prescription for medicinal products included on the List of reimbursable medicinal products, has used the general name of a medicinal product, the duty of the pharmacist is to dispense the cheapest reimbursable medicinal products that conform to this name, pharmaceutical form and strength. When a physician, in writing a prescription for a reimbursable medical device, has used the general name of the medical device, the duty of the pharmacist is to dispense the cheapest reimbursable medical device that conforms to the name and method of use of the relevant reimbursable medical device. It is prohibited to dispense medicinal products or medical devices within the frame of the reimbursement procedures that do not correspond to these provisions.
Shall come into force on January 1st, 2012 and shall be valid till January 31st, 2012
89. If the physician, in writing a prescription for medicinal products included on the List of reimbursable medicinal products, has used the general name of a medicinal product, the duty of the pharmacist is to dispense the cheapest reimbursable medicinal products that conform to this name, pharmaceutical form and strength; however, when there are two or more medicinal products on the List of Reimbursable Medicinal Products with the lowest basic reimbursement price, the medicinal product with the status of the cheapest medicinal product defined by the National Health Service shall be dispensed. When a physician, in writing a prescription for a reimbursable medical device, has used the general name of the medical device, the duty of the pharmacist is to dispense the cheapest reimbursable medical device that conforms to the name and method of use of the relevant reimbursable medical device; however, when there are two or more medical devices on the List of Reimbursable Medical Devices with the lowest basic reimbursement price, the medical device with the status of the cheapest medical device defined by the National Health Service shall be dispensed. It is prohibited to dispense medicinal products or medical devices within the frame of the reimbursement procedures that do not correspond to these provisions.
Shall come into force on February 1st, 2012 
90. If the physician, when prescribing reimbursable medicinal products, has not specified that the medicinal products prescribed may not be substituted, the pharmacist shall issue the cheapest corresponding reimbursable medicinal products in accordance with the following conditions:

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 dispensed is the same as the form and dosage of the medicinal products prescribed.

91. The pharmacy shall inform the Healthcare Economic Centre, if medicinal products and medical devices included on the List of reimbursable medicinal products are not available at the drug wholesale companies for the basic price of reimbursement or availability of reimbursable medicinal products and medical devices at the wholesale company is not ensured.
91. The pharmacy shall inform the Health Inspectorate, if medicinal products and medical devices included on the List of reimbursable medicinal products are not available at the drug wholesale companies for the basic price of reimbursement, or availability of reimbursable medicinal products and medical devices at the wholesale company is not ensured, or if the wholesale company does not ensure deadlines for the supply of medicinal products and medical devices referred to in the Article 88 hereof.
Shall come into force on January 1st, 2012
XII. Reimbursement of Medicinal Products and Medical Devices for Individual Patients

92. The National Health Service, based on the application of a patient supplemented by the decision made by the Council of Physicians of the relevant field, is entitled to take a decision regarding the reimbursement for purchase of medicinal products or medical devices for individual patients. The above-mentioned expenses shall be reimbursed within the range of funding allocated for the reimbursement of expenses towards purchase of medicinal products in the following cases:

92.1 the diagnosis is not included in Annex 1 to these Regulations, and the treatment of the definite disease without administration of the specific medicinal product does not maintain patient’s life functions (no purchase of medical devices shall be reimbursed under conditions specified in this subparagraph);

92.2 the diagnosis is included in Annex 1 to these Regulations, and none of the medicinal products included on the list of reimbursable medicinal products and medical devices are appropriate for the maintenance of life functions (the administration of medicinal products and medical devices not included on the List of reimbursable medicinal products for the definite diagnosis is required).

93. The decision made by the Council shall include the following particulars (when the individual suffers from several diseases for the treatment of which reimbursement of medicinal products or medical devices is sought, one decision of the Council may be submitted, if the Council consists of specialists of all the relevant therapeutic fields, and information on each diagnosis specified in this Paragraph is provided):

93.1 name, family name, person’s code, address of the patient;

93.2 diagnosis (diagnosis code according to the IDD classification);

93.3 medicinal products and medical devices used for the treatment of the patient before (general name, name of the medicinal product, dosage, duration of administration), including reimbursable medicinal products and medical devices. If a medicinal product not included on the List of Medicinal Products Authorized for the use in the Republic of Latvia has been chosen for the future treatment, it shall be stated whether the patient has been treated with analogical authorized medicinal product;

93.4 result of the administration of the medicinal product or medical device referred to in Subparagraph 93.3 hereof (based by results of examinations);

93.5 medicinal product or medical device the reimbursement of the expenses toward the purchase of which is required for the patient (general name of the medicinal product, name of the medicinal product, pharmaceutical form, required daily dose, duration of the treatment course);

93.6 justification for the choice of the medicinal product and medical device referred to in Subparagraph 93.5 hereof (compared to other medicinal products, medical devices and treatment methods intended for the treatment of the relevant disease, if available), and the justification for the choice of the specific name of the medicinal product or medical device, if several names of medicinal products or medical devices correspond to the general name;

93.7 conformity of the medicinal product and medical device to the treatment regimens for the treatment of the definite disease or international guidelines, the place of the medicinal product in the treatment regimen of the definite disease;

93.8 validity period of the decision.

93.1 In case of a substantiated doubt, the National Health Service shall be entitled to refer the Council’s decision mentioned in Paragraph 93 hereof to another Council of the same branch of medicine (consisting of other members) for reconsideration.

94. In the situation referred to in Subparagraph 92.1 hereof the National Health Service shall take a decision on the reimbursement for purchase of medicinal products or medical devices in the amount of 100%, with exception of situation referred to in Paragraph 1001 hereof. .

95. In the situation referred to in Subparagraph 92.2 hereof, the National Health Service shall take a decision on the reimbursement for purchase of medicinal products or medical devices in the amount specified in Annex 1 to these Regulations, with exception of situation referred to in Paragraph 1001 hereof.

96. The National Health Service shall perform calculation of the price for a medicinal product or a medical device in accordance to the reference price principle, if the definite medicinal product or medical device has been included on the List A, and, in the case of the definite disease, the medicinal product or medical device correspond to the principles of the List A formation stated in Paragraph 32.

98. The National Health Service shall compile information regarding applications for reimbursement of expenses toward the purchase of medicinal products and medical devices till January 10 and July 10 of the current year in the cases provided for in this Section (including cases when the reimbursement of a medicinal product or medical device has been rejected), evaluate it, and, if necessary, shall submit proposals to the Ministry of Health for the required amendments to the Annex 1 to these Regulations.

99. Not more than 2 per cent shall be used up from the funds granted for the reimbursement of expenses toward the purchase of medicinal products in the cases provided for in this Section for reimbursement of expenses toward the purchase of medicinal products and medical devices. 

100. The National Health Service shall reimburse the expenses toward purchase of medicinal products and medical devices in the cases referred to in this Section in the amount of maximum 10000 lats per one patient within the time period of 12 months.

100.1 If the foreseen expenses exceed the expenses referred to in Paragraph 100 hereof, the National Health Service shall specify the reimbursement expenses for one package of the medicinal product in Decision on the reimbursement of medicinal products. The difference between the price of one package of the medicinal product and the reimbursement amount specified in Decision of the Mandatory Health Insurance Agency shall be covered by the patient upon receipt of the medicinal product in the pharmacy.

101. The National Health Service shall grant medicinal products and medical devices for an individual patient for a treatment course of maximum 12-months duration. When the administration of medicinal products or medical devices should be continued after this period as well, the patient shall submit the required documents in accordance with the Paragraph 92 hereof.

102. The National Health Service shall refuse reimbursement of the purchase of a medicinal product if:

102.1 a negative opinion has been issued on the inclusion of a certain medicinal product or medical device into the List of reimbursable medicinal products for the treatment of a concrete diagnosis, and the List of reimbursable medicinal products contains other medicinal products with similar approved indications;

102.2 funding for reimbursement toward the purchase of medicinal products and medical devices in individual cases for the year have been used already;

102.3 decision by the Council does not correspond to requirements referred to in the Paragraph 93 hereof;

102.4 the patient, according to the diagnosis specified in Annex 1 hereof, has other medicinal products with the same general name or medical devices of the same name included on the List of reimbursable medicinal products available;

102.5 the National Health Service has filed a statement that the choice of the medicinal product or medical device is unjustified;

102.6 in accordance with the legislative acts on the order of the classification of medicinal products, the medicinal product has been classified as an over-the counter medicinal product, with exception of those necessary for patients with cystic fibrosis for maintenance of vital functions.

103. The National Health Service shall request information from the State Agency of Medicines on the distribution price for the medicinal product not included on the List of reimbursable medicinal products; the manufacturer of the medicinal product or its authorized representative shall offer information on this price to the State Agency of Medicines according to the legislative acts on the principles of medicinal product price formation. The State Agency of Medicines shall forward the above-mentioned information within five days of the receipt of the request. The National Health Service shall calculate the expenses of the reimbursement of purchase of medicinal product according to Paragraphs 26 and 28 hereof.

104. In case the manufacturer of the medicinal product or its authorized representative has not offered information on the wholesale price to the State Agency of Medicines, as well as in the cases the price for medical devices is being established, the National Health Service shall survey three pharmacies chosen by the patient. The contract on the reimbursement of expenses toward the purchase of medicinal products and medical devices shall be signed with the pharmacy that offers the lowest price for one unit.

104.1 The task of surveillance over observation hereof is assigned to the State Agency of Medicines, the National Health Service and the Health Inspectorate in accordance with their respective competencies. 

XIII. Closing Provisions

105. Cabinet Regulations No.184, dated June 14, 2005 “Procedures for the Reimbursement of Expenses toward the Purchase of Medicinal Products and Medical Devices for the Out-patient Care” (Latvijas Vēstnesis, 2006, 99, No 210; 2006, No 50) shall be regarded as invalid.

107. Medicinal products included on the List of reimbursable medicinal products the expenses of which exceed LVL 3000 and for the reimbursement of costs toward the purchase of which the National Health Service has signed an agreement with the applicant, shall be included on the List C from January 1st, 2007 with no additional application.

108. These Regulations shall come into force on November 15th, 2006. Section IX hereof shall come into force on January 1st, 2007.

109. From the funds that are meant for implementation of the Social Security Network Strategy for the year 2009, expenses on the purchase of medicinal products and medical devices shall be refunded in full amount for a patient who has been acknowledged as indigent by the procedure provided by the normative acts and who is eligible to reimbursement of purchase expenses on medicinal products and medical devices as provided hereof, if the said person’s expenses on the purchase of medicinal products or medical devices in the framework of the reimbursement procedure for the period of 1 October 2009 till 31 December 2009 have exceeded LVL 12.5.

110. Upon written request of a patient having a certificate, which was issued in due form by the Municipal Social Service, as provided by the current regulations, and valid throughout January 2010, and which certifies the said patient’s conformity to the indigent person’s status, and if the said patient is eligible to reimbursement of purchase expenses on medicinal products and medical devices as provided hereof, the National Health Service shall fully reimburse, in January 2010, the said patient’s purchase expenses on medicinal products and medical devices, which were acquired during the period of an indigent person’s status, with such exceptions as provided for in Subparagraphs 3.1 1 un 3.1 2 hereof.
111. Certificates, which are issued by municipal social services prior to 31 May 2010 to certify that patient’s incomes per family member have not exceeded LVL 120 per month for the last three months, shall be valid within three months of the day of issue for persons capable of working and six months of the day of issue for persons incapable of working.
112. Such certificates as mentioned in Paragraph 111 shall be valid for presentation at drugstores till the date of expiry as stated thereof.
113. If, analyzing the quarterly figures, the National Health Service states an over-expenditure of the funds allocated to reimbursement for a certain time period, it shall inform the applicant about the necessity of effecting a payment in accordance with the respective market share within the reimbursement procedure, and specify the payment amount.  The terms of payment shall be provided for in the contract between the National Health Service and the Applicant. Should the Applicant fail to effect the payment within 30 days of receipt of the invoice from the National Health Service, the respective medicinal product shall be struck out from the List of Reimbursable Medicinal Products.

114. Till 31 May 2011 the Applicant must conclude a contract with the Healthcare Clearings Centre as provided for in Paragraph 113 hereof.

115. The Applicant’s payment mentioned in Paragraph 113 hereof shall be used for reimbursement purposes only.

1151. Any reference-price-related amendments to the resolution on inclusion of non-reference medicinal products or medical devices into List A shall be made by the National Health Service alongside with other amendments to the resolution.

1152. If an applicant wishes to effectuate a reduction in the basic reimbursement price for a fixed period not later than 1 July 2011, the submission deadlines as provided for in Paragraph 163 hereof shall not be applicable to the submission of the application.
116. Paragraphs 113, 114 and 115 hereof shall be valid till 31 March 2012.

116. Paragraphs 113, 114 and 115 hereof shall be valid till 31 March 2013.
Shall come into force on December 31st, 2011
117.
Shall come into force on January 1st, 2012
118. Provisions of Paragraph 62.2 shall be applied in 2011 starting from November 1, and a new application on reduction of the reimbursement basic price below the lowest price offered for the relevant reference group can be submitted according to the amount provided in the Paragraph 38.2 hereof within seven working days from the next day after November 1.

119. Applications on the reduction of the basic reimbursement price below the basic reimbursement price for the reference medicinal product or medical device in the relevant reference group or below the lowest proposed price in the relevant reference group, if filed after October 15, 2011 and up to the deadline referred to in the Paragraph 118 hereof, and the price reduction conforms to the amount referred to in the Paragraph 382 hereof below the lowest proposed price in the relevant reference group (according to the application submitted till October 15, 2011) or below the basic reimbursement price for medicinal products or medical devices in the relevant reference group (if no application has been filed on the reduction of the basic reimbursement price in the relevant reference group till October 15, 2011), shall be reviewed according to the legislation valid till December 31, 2011 without applying restrictions depending on the fact whether the application on the reduction of the basic reimbursement price has been filed till October 15, 2011. 

120. An application on the reduction of the basic reimbursement price for a definite period of time for medicinal products or medical devices included on the List A that has been submitted till January 15, 2012 according to the Paragraph 16 3 hereof, shall be reviewed by and a decision shall be adopted by the National Health Service till February 1, 2012 by stating reduction of the basic reimbursement price for a definite period of time up to June 30, 2012. When a decision on the reduction of the basic reimbursement price for a definite period of time shall be adopted in the case referred to in this Paragraph, the deadline for notification referred to in the Paragraph 642 hereof shall not be applied. 

121. Amendments to the List of Reimbursable Medicinal Products according to the procedure of the Paragraph 621 in 2012 shall be implemented by the National Health Service on February 1 and July 1.

122. The Applicant shall sign the Contract with the National Health Service referred to in the Article 113 hereof till March 31, 2012.
Shall come into force on December 31st, 2011
Informative Reference to the European Union Directive

These Regulations include 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.

Prime Minister A. Kalvītis

Minister for Health G. Bērziņš

Annex 1

to the Cabinet Regulation No 899

of October 31st, 2006

Slimības, kuru ārstēšanai paredzēto zāļu un medicīnisko ierīču iegādes izdevumi tiek kompensēti

	Nr.p.k.
	Diagnozes grupa/diagnoze
	Diagnozes kods saskaņā ar Starptautisko statistisko slimību un veselības problēmu klasifikāciju (SSK 10.redakcija)
	Kompen-
sācijas apmērs 
(%)
	Kompensācijas ierobežojumi

	1. Acu un to palīgorgānu slimības
	 
	
	 

	1.1.
	Glaukoma
	H40.1-H40.6; H40.8
	100
	 

	1.2.
	Konjunktivīts
	H10.0-H10.5; H10.8; H10.9
	75
	bērniem līdz 3 g.

	2. Ausu un aizauss paugura slimības
	 
	
	 

	2.1.
	Nestrutojošs vidusauss iekaisums
	H65.0-H65.4; H65.9
	75
	bērniem līdz 3 g.

	3. Asins un asinsrades orgānu slimības un imūnsistēmas traucējumi
	 

	3.1.
	Talasēmija
	D56.0-D56.4; D56.8; D56.9
	100
	 

	3.2.
	Iegūtas hemolītiskās anēmijas
	D59.0; D59.1
	100
	 

	3.4.
	Citas aplastiskas anēmijas
	D61.0-D61.3; D61.8; D61.9
	100
	 

	3.5.
	Pārmantots VIII faktora deficīts
	D66
	100
	 

	3.6.
	Pārmantots IX faktora deficīts
	D67
	100
	 

	3.7.
	Villebranda slimība
	D68.0
	100
	 

	3.8.
	Purpura un citi hemorāģiski stāvokļi
	D69.3; D69.4; D69.6
	100
	 

	3.9.
	Citur neklasificēta Langerhansa šūnu histiocitoze
	D76.0
	50
	 

	3.10.
	Sarkoidoze
	D86.0-D86.3; D86.8; D86.9
	50
	 

	3.11.
	Pārmantots citu recēšanas faktoru trūkums
	D68.2
	100
	ar diagnozes kodu D68.2 iekļauta diagnozes "Pārmantots citu recēšanas faktoru trūkums" apakš​diagnoze "VII faktora deficīts""

	4. Asinsrites sistēmas slimības
	 
	
	 

	4.1. Reimatisms
	 
	
	 

	4.1.1.
	Akūts reimatisms bez norādes par sirds bojājumu
	I00
	75
	 

	4.1.2.
	Akūts reimatisms ar sirds bojājumu
	I01.0-I01.2; I01.8
	75
	 

	4.1.3.
	Reimatiska horeja
	I02.0; I02.9
	75
	 

	4.1.4.
	Reimatiskas mitrālā vārstuļa kaites
	I05.0-I05.2; I05.8
	75
	 

	4.1.5.
	Reimatiskas aortas vārstuļa kaites
	I06.0-I06.2; I06.8
	75
	 

	4.1.6.
	Reimatiskas trikuspidālā vārstuļa kaites
	I07.0-I07.2; I07.8
	75
	 

	4.1.7.
	Vairāku vārstuļu kaites
	I08.0-I08.3; I08.8
	75
	 

	4.1.8.
	Citas reimatiskas sirds slimības
	I09.0-I09.2; I09.8; I09.9
	75
	 

	4.2. Hipertensīvas slimības
	 
	
	 

	4.2.1.
	Esenciāla (primāra) hipertensija
	I10
	75
	 

	4.2.2.
	Hipertensīva kardiopātija
	I11.0; I11.9
	75
	 

	4.2.3.
	Hipertensīva nefropātija
	I12.0; I12.9
	75
	 

	4.2.4.
	Hipertensīva kardionefropātija
	I13.0-I13.2; I13.9
	75
	 

	4.2.5.
	Sekundāra hipertensija
	I15.0-I15.2; I15.8; I15.9
	75
	 

	4.3. Sirds išēmiskās slimības
	 
	
	 

	4.3.1.
	Angina pectoris (stenokardija)
	I20.0; I20.1; I20.8; I20.9
	75
	 

	4.3.2.
	Akūts miokarda infarkts
	I21.0-I21.4; I21.9
	75
	sākot ar pirmo ambulatorās aprūpes dienu līdz divdesmit astotajai pēcinfarkta dienai

	4.3.3.
	Hroniska sirds išēmiskā slimība
	I25.0-I25.6
	75
	 

	4.4. Citas sirds slimības
	 
	
	 

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

	4.4.2.
	Paroksismāla tahikardija
	I47.1; I47.2
	75
	 

	4.4.3.
	Priekškambaru mirdzēšana un plandīšanās
	I48
	75
	 

	4.4.4.
	Sirds mazspēja
	I50.0; I50.1; I50.9
	75
	 

	4.5. Cerebrovaskulāras slimības
	 
	
	 

	4.5.1.
	Subarahnoidāls asinsizplūdums
	I60.0-I60.9
	75
	 

	4.5.2.
	Intracerebrāls asinsizplūdums
	I61.0-I61.6; I61.8; I61.9
	75
	pirmajā gadā pēc intracerebrāla asinsizplūduma

	4.5.3.
	Smadzeņu infarkts
	I63.0-I63.6; I63.8; I63.9
	75
	 

	4.5.4.
	Precerebrālo artēriju oklūzija un stenoze bez smadzeņu infarkta
	I65.0-I65.3; I65.8; I65.9
	75
	 

	4.5.5.
	Smadzeņu artēriju oklūzija un stenoze bez smadzeņu infarkta
	I66.0-I66.4; I66.8; I66.9
	75
	 

	4.5.6.
	Citas cerebrovaskulāras slimības
	I67.4; I67.7; I67.8
	75
	 

	4.5.7.
	Cerebrovaskulāru slimību sekas
	I69.0- I69.4; I69.8
	75
	pacientiem ar neiropātisko sāpju sindromu

	4.6. Artēriju, arteriolu un kapilāru slimības
	 
	
	 

	4.6.1.
	Ekstremitāšu artēriju ateroskleroze
	I70.2
	75
	 

	5. Audzēji
	 
	
	 

	5.1. Lūpas, mutes dobuma un rīkles ļaundabīgi audzēji
	
	 

	5.1.1.
	Lūpas ļaundabīgi audzēji
	C00.0-C00.6; C00.8; C00.9
	100
	 

	5.1.2.
	Mēles saknes ļaundabīgs audzējs
	C01
	100
	 

	5.1.3.
	Citu un neprecizētu mutes daļu ļaundabīgs audzējs
	C02.0-C02.4; C02.8; C02.9
	100
	 

	5.1.4.
	Smaganu ļaundabīgs audzējs
	C03.0; C03.1;
C03.9
	100
	 

	5.1.5.
	Mutes pamatnes ļaundabīgs audzējs
	C04.0; C04.1; C04.8; C04.9
	100
	 

	5.1.6.
	Aukslēju ļaundabīgs audzējs
	C05.0-C05.2; C05.8; C05.9
	100
	 

	5.1.7.
	Citu un neprecizētu mutes daļu ļaundabīgs audzējs
	C06.0-C06.2; C06.8; C06.9
	100
	 

	5.1.8.
	Pieauss dziedzera ļaundabīgs audzējs
	C07
	100
	 

	5.1.9.
	Citu un neprecizētu lielo siekalu dziedzeru ļaundabīgs audzējs
	C08.0; C08.1;
C08.8; C08.9
	100
	 

	5.1.10.
	Mandeles ļaundabīgs audzējs
	C09.0; C09.1;
C09.8; C09.9
	100
	 

	5.1.11.
	Rīkles mutes daļas ļaundabīgs audzējs
	C10.0-C10.4; C10.8; C10.9
	100
	 

	5.1.12.
	Aizdegunes (nasopharynx) ļaundabīgs audzējs
	C11.0-C11.3; C11.8; C11.9
	100
	 

	5.1.13.
	Bumbierveida dobuma (sinus/recessus pyriformis) ļaundabīgs audzējs
	C12
	100
	 

	5.1.14.
	Rīkles apakšējās daļas (hypopharynx) ļaundabīgs audzējs
	C13.0-C13.2; C13.8; C13.9
	100
	 

	5.1.15.
	Lūpas, mutes dobuma un rīkles ļaundabīgi audzēji ar citu un neprecizētu lokalizāciju
	C14.0; C14.2;
C14.8
	100
	 

	5.2. Gremošanas orgānu ļaundabīgi audzēji
	 
	
	 

	5.2.1.
	Barības vada ļaundabīgs audzējs
	C15.0-C15.5; C15.8; C15.9
	100
	 

	5.2.2.
	Kuņģa ļaundabīgs audzējs
	C16.0-C16.6; C16.8; C16.9
	100
	 

	5.2.3.
	Tievās zarnas ļaundabīgs audzējs
	C17.0-C17.3; C17.8;
C17.9
	100
	 

	5.2.4.
	Resnās zarnas ļaundabīgs audzējs
	C18.0-C18.9
	100
	 

	5.2.5.
	Sigmveida un taisnās zarnas savienojuma ļaundabīgs audzējs
	C19
	100
	 

	5.2.6.
	Taisnās zarnas ļaundabīgs audzējs
	C20
	100
	 


	5.2.7.
	Tūpļa (anus) un tūpļa kanāla (canalis analis) ļaundabīgs audzējs
	C21.0-C21.2; C21.8
	100
	 

	5.2.8.
	Aknu un intra​hepatisko žultsvadu ļaundabīgs audzējs
	C22.0-C22.4; C22.7; C22.9
	100
	 

	5.2.9.
	Žultspūšļa ļaundabīgs audzējs
	C23
	100
	 

	5.2.10.
	Citu un neprecizētu žultsceļu daļu ļaundabīgs audzējs
	C24.0; C24.1;
C24.8; C24.9
	100
	 

	5.2.11.
	Aizkuņģa dziedzera ļaundabīgs audzējs
	C25.0-C25.4;
	100
	 

	 
	 
	C25.7-C25.9
	
	 

	5.2.12.
	Ļaundabīgs audzējs pārējos un neprecīzi definētos gremošanas orgānos
	C26.0; C26.1;
C26.8; C26.9
	100
	 

	5.3. Elpošanas sistēmas un krūšu dobuma orgānu ļaundabīgi audzēji
	 

	5.3.1.
	Deguna dobuma un vidusauss ļaundabīgi audzēji
	C30.0; C30.1
	100
	 

	5.3.2.
	Deguna blakusdobumu ļaundabīgi audzēji
	C31.0-C31.3; C31.8; C31.9
	100
	 

	5.3.3.
	Balsenes ļaundabīgs audzējs
	C32.0-C32.3; C32.8; C32.9
	100
	 

	5.3.4.
	Trahejas ļaundabīgs audzējs
	C33
	100
	 

	5.3.5.
	Bronhu un plaušu ļaundabīgs audzējs
	C34.0-C34.3; C34.8; C34.9
	100
	 

	5.3.6.
	Aizkrūtes dziedzera (thymus) ļaundabīgs audzējs
	C37
	100
	 

	5.3.7.
	Sirds, videnes un pleiras ļaundabīgi audzēji
	C38.0-C38.4; C38.8
	100
	 

	5.3.8.
	Citas un neprecizētas lokalizācijas elpošanas sistēmas un krūšu dobuma orgānu ļaundabīgi audzēji
	C39.0; C39.8;
C39.9
	100
	 

	5.4. Kaulu un locītavu skrimšļu ļaundabīgs audzējs
	
	 

	5.4.1.
	Ekstremitāšu kaulu un locītavu skrimšļu ļaundabīgi audzēji
	C40.0-C40.3; C40.8; C40.9
	100
	 

	5.4.2.
	Citas un neprecizētas lokalizācijas kaulu un locītavu skrimšļu ļaundabīgi audzēji
	C41.0-C41.4; C41.8; C41.9
	100
	 

	5.5. Melanoma un citi ļaundabīgi ādas audzēji
	
	 

	5.5.1.
	Ļaundabīga ādas melanoma
	C43.0-C43.9
	100
	 

	5.5.2.
	Citi ļaundabīgi ādas audzēji
	C44.0-C44.9
	100
	 

	5.6. Mezoteliālo un mīksto audu ļaundabīgi audzēji
	
	 

	5.6.1.
	Mezotelioma
	C45.0-C45.2; C45.7; C45.9
	100
	 

	5.6.2.
	Kapoši sarkoma
	C46.0-C46.3;
C46.7-C46.9
	100
	 

	5.6.3.
	Perifērisko nervu un veģetatīvās (autonomās) nervu sistēmas ļaundabīgi audzēji
	C47.0-C47.6; C47.8; C47.9
	100
	 

	5.6.4.
	Retroperitoneālo audu un vēderplēves ļaundabīgs audzējs
	C48.0-C48.2; C48.8
	100
	 

	5.6.5.
	Pārējo saistaudu un mīksto audu ļaundabīgi audzēji
	C49.0-C49.6; C49.8; C49.9
	100
	 

	5.7. Krūts ļaundabīgs audzējs
	 
	
	 

	5.7.1.
	Krūts ļaundabīgs audzējs
	C50.0-C50.6; C50.8; C50.9
	100
	 

	5.8. Sieviešu dzimumorgānu ļaundabīgi audzēji
	
	 

	5.8.1.
	Ārējo dzimumorgānu (vulva) ļaundabīgi audzēji
	C51.0-C.51.2; C51.8; C51.9
	100
	 

	5.8.2.
	Maksts ļaundabīgs audzējs
	C52
	100
	 

	5.8.3.
	Dzemdes kakla ļaundabīgs audzējs
	C53.0; C53.1;
C53.8; C53.9
	100
	 

	5.8.4.
	Dzemdes ķermeņa ļaundabīgs audzējs
	C54.0-C54.3; C54.8; C54.9
	100
	 

	5.8.5.
	Neprecizētu dzemdes daļu ļaundabīgs audzējs
	C55
	100
	 

	5.8.6.
	Olnīcu ļaundabīgs audzējs
	C56
	100
	 

	5.8.7.
	Citu un neprecizētu sieviešu dzimumorgānu daļu ļaundabīgs audzējs
	C57.0-C57.4;
C57.7-C57.9
	100
	 

	5.8.8.
	Placentas ļaundabīgs audzējs
	C58
	100
	 

	5.9. Vīriešu dzimumorgānu ļaundabīgi audzēji
	
	 

	5.9.1.
	Dzimumlocekļa ļaundabīgs audzējs
	C60.0-C60.2; C60.8; C60.9
	100
	 

	5.9.2.
	Prostatas ļaundabīgs audzējs
	C61
	100
	 

	5.9.3.
	Sēklinieka ļaundabīgs audzējs
	C62.0; C62.1;
C62.9
	100
	 

	5.9.4.
	Citu un neprecizētu vīriešu dzimumorgānu daļu ļaundabīgs audzējs
	C63.0-C63.2;
C63.7-C63.9
	100
	 

	5.10. Urīnizvadorgānu ļaundabīgs audzējs
	 
	
	 

	5.10.1.
	Nieres (izņemot nieres bļodiņu) ļaundabīgs audzējs
	C64
	100
	 

	5.10.2.
	Nieres bļodiņas ļaundabīgs audzējs
	C65
	100
	 

	5.10.3.
	Urīnvada ļaundabīgs audzējs
	C66
	100
	 

	5.10.4.
	Urīnpūšļa ļaundabīgs audzējs
	C67.0-C67.9
	100
	 

	5.10.5.
	Citu un neprecizētu urīnizvadorgānu daļu ļaundabīgs audzējs
	C68.0; C68.1;
C68.8; C68.9
	100
	 

	5.11. Acs, smadzeņu un citu CNS daļu ļaundabīgs audzējs
	
	 

	5.11.1.
	Acs un acs palīgorgānu ļaundabīgs audzējs
	C69.0-C69.6; C69.8; C69.9
	100
	 

	5.11.2.
	Smadzeņu apvalku ļaundabīgs audzējs
	C70.0; C70.1;
C70.9
	100
	 

	5.11.3.
	Galvas smadzeņu ļaundabīgs audzējs
	C71.0-C71.9
	100
	 

	5.11.4.
	Muguras smadzeņu, kraniālo nervu un citu centrālās nervu sistēmas daļu ļaundabīgi audzēji
	C72.0-C72.5; C72.8; C72.9
	100
	 

	5.12. Vairogdziedzera un citu endokrīno dziedzeru ļaundabīgi audzēji
	 

	5.12.1.
	Vairogdziedzera ļaundabīgs audzējs
	C73
	100
	 

	5.12.2.
	Virsnieru ļaundabīgs audzējs
	C74.0; C74.1;
C74.9
	100
	 

	5.12.3.
	Pārējo endokrīno dziedzeru un radniecīgu struktūru ļaundabīgi audzēji
	C75.0-C75.5; C75.8; C75.9
	100
	 

	5.13. Neprecīzi apzīmēti, sekundāri un nelokalizēti ļaundabīgi audzēji
	 

	5.13.1.
	Citas un neprecīzi apzīmētas lokalizācijas ļaundabīgi audzēji
	C76.0-C76.5; C76.7; C76.8
	100
	 

	5.13.2.
	Sekundārs un neprecizēts limfmezglu ļaundabīgs audzējs
	C77.0-C77.5; C77.8; C77.9
	100
	 

	5.13.3.
	Sekundārs elpošanas un gremošanas orgānu ļaundabīgs audzējs
	C78.0-C78.8
	100
	 

	5.13.4.
	Sekundārs citas lokalizācijas ļaundabīgs audzējs
	C79.0-C79.8
	100
	 

	5.13.5.
	Ļaundabīgs audzējs bez norādes par lokalizāciju
	C80
	100
	 

	5.14. Limfoīdo, asinsrades un radniecīgu audu ļaundabīgi audzēji
	 

	5.14.1.
	Hodžkina slimība
	C81.0-C81.3; C81.7; C81.9
	100
	 

	5.14.2.
	Folikulāra (nodulāra)
	C82.0-C82.2; C82.7; C82.9
	100
	 

	5.14.3.
	Difūza ne Hodžkina limfoma
	C83.0-C83.9
	100
	 

	5.14.4.
	Perifērisko un ādas Tšūnu limfomas
	C84.0-C84.5
	100
	 

	5.14.5.
	Citi un neprecizēti ne Hodžkina limfomas veidi
	C85.0; C85.1;
C85.7; C85.9
	100
	 

	5.14.6.
	Ļaundabīgas imūnproliferatīvas slimības
	C88.0-C88.3; C88.7; C88.9
	100
	 

	5.14.7.
	Multiplā mieloma un ļaundabīgi plazmas šūnu audzēji
	C90.0-C90.2
	100
	 

	5.14.8.
	Limfoleikoze
	C91.0-C91.5; C91.7; C91.9
	100
	 

	5.14.9.
	Mieloleikoze
	C92.0-C92.5; C92.7; C92.9
	100
	 

	5.14.10.
	Monocitāra leikoze
	C93.0-C93.2; C93.7; C93.9
	100
	 

	5.14.11.
	Citas precizētas leikozes
	C94.0-C94.5; C94.7
	100
	 

	5.14.12.
	Neprecizētu šūnu leikoze
	C95.0-C95.2; C95.7; C95.9
	100
	 

	5.14.13.
	Citi un neprecizēti limfoīdo, asinsrades un radniecīgu audu ļaundabīgi audzēji
	C96.0-C96.3; C96.7; C96.9
	100
	 

	5.15. Neatkarīgi (primāri) multipli ļaundabīgi audzēji
	
	 

	5.15.1.
	Neatkarīgi (primāri) multipli ļaundabīgi audzēji
	C97
	100
	 

	5.16. Neskaidras vai nezināmas dabas audzēji
	
	 

	5.16.1.
	Mutes dobuma un gremošanas orgānu audzējs ar neskaidru vai nezināmu dabu
	D37.0-D37.7; D37.9
	100
	 

	5.16.2.
	Vidusauss, elpošanas un krūšu kurvja orgānu audzējs ar neskaidru vai nezināmu dabu
	D38.0-D38.6
	100
	 

	5.16.3.
	Sieviešu dzimumorgānu audzējs ar neskaidru vai nezināmu dabu
	D39.0-D39.2; D39.7; D39.9
	100
	 

	5.16.4.
	Vīriešu dzimumorgānu audzējs ar neskaidru vai nezināmu dabu
	D40.0; D40.1;
D40.7; D40.9
	100
	 

	5.16.5.
	Urīnizvadorgānu audzējs ar neskaidru vai nezināmu dabu
	D41.0-D41.4; D41.7; D41.9
	100
	 

	5.16.6.
	Smadzeņu apvalku audzējs ar neskaidru vai nezināmu dabu
	D42.0; D42.1;
D42.9
	100
	 

	5.16.7.
	Smadzeņu un centrālās nervu sistēmas audzējs ar neskaidru vai nezināmu dabu
	D43.0-D43.4; D43.7; D43.9
	100
	 

	5.16.8.
	Endokrīno dziedzeru audzējs ar neskaidru vai nezināmu dabu
	D44.0-D44.9
	100
	 

	5.16.9.
	Īstā policitēmija (polycythaemia vera)
	D45
	100
	 

	5.16.10.
	Mielodisplastiskie sindromi
	D46.0-D46.4; D46.7; D46.9
	100
	 

	5.16.11.
	Pārējie limfaudu, asinsrades un radniecīgu audu audzēji ar neskaidru vai nezināmu dabu
	D47.0-D47.3; D47.7; D47.9
	100
	 

	5.16.12.
	Citas un neprecizētas lokalizācijas audzēji ar neskaidru vai nezināmu dabu
	D48.0-D48.7; D48.9
	100
	 

	6. Ādas un zemādas slimības
	 
	
	 

	6.1. Bulozās dermatozes
	 
	
	 

	6.1.1.
	Pemfiguss (pemphigus)
	L10.0-L10.5; L10.8
	50
	 

	6.1.2.
	Dīringa slimība
	L13.0
	50
	 

	6.2. Dermatīti un ekzēmas
	 
	
	 

	6.2.1.
	Atopiskais dermatīts (neirodermīts)
	L20.0; L20.8;
L20.9
	50
	bērniem līdz 18 g.

	6.2.2.
	Iekšķīgi lietotu vielu izraisīts dermatīts
	L27.0-L27.2; L27.8; L27.9
	50
	bērniem līdz 3 g.

	6.3. Papuloskvamozās dermatozes
	 
	
	 

	6.3.1.
	Zvīņēde (psoriasis)
	L40.0-L40.5; L40.8
	50
	 

	7. Elpošanas sistēmas slimības
	 
	
	 

	7.1.
	Akūts nazofaringīts
	J00
	50
	bērniem līdz 3 g.

	7.2.
	Akūts faringīts
	J02.0; J02.8;
J02.9
	50
	bērniem līdz 3 g.

	7.3.
	Akūts laringīts un traheīts
	J04.0-J04.2
	50
	bērniem līdz 3 g.

	7.4.
	Augšējo elpceļu infekcija ar multiplu un neprecizētu lokalizāciju
	J06.0; J06.8;
J06.9
	50
	bērniem līdz 3 g.

	7.5.
	Gripa, ja vīruss nav identificēts
	J11.0; J11.1;
J11.8
	50
	bērniem līdz 3 g.

	7.6.
	Streptococcus pneumoniae ierosināta pneimonija
	J13
	50
	bērniem līdz 3 g.

	7.7.
	Citur neklasificēta bakteriāla pneimonija
	J15.0-J15.9
	50
	bērniem līdz 3 g.

	7.8.
	Citu mikroorganismu ierosināta, citur neklasificēta pneimonija
	J16.0; J16.8
	50
	bērniem līdz 3 g.

	7.9.
	Neprecizēta mikroorganisma ierosināta pneimonija
	J18.0-J18.2; J18.8; J18.9
	50
	bērniem līdz 3 g.

	7.10.
	Akūts bronhīts
	J20.0-J20.9
	50
	bērniem līdz 3 g.

	7.11.
	Cita hroniska obstruktīva plaušu slimība
	J44.0; J44.1;
J44.8; J44.9
	50
	 

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

	7.13.
	Bronhektāzes
	J47
	50
	 

	7.14.
	Hipersensitivitātes pneimonīts, ko izraisījuši organiski putekļi
	J67.0-J67.9
	50
	 

	7.15.
	Citas intersticiālas plaušu slimības
	J84.0; J84.1;
J84.8; J84.9
	50
	 

	7.16.
	Elpošanas orgānu bojājums citur klasificētu slimību dēļ
	J99.0; L99.1;
J99.8
	50
	 

	8. Endokrīnās, uztures un vielmaiņas slimības
	
	 

	8.1.
	Citi hipotireozes veidi
	E03.0-E03.5; E03.8
	75
	 

	8.2.
	Tireotoksikoze
	E05.0-E05.5; E05.8; E05.9
	50
	 

	8.3.
	Insulīnatkarīgs cukura diabēts
	E10.0- 10.9
	100
	 

	8.4.
	Insulīnneatkarīgs cukura diabēts
	E11.0-E11.9
	100
	 

	8.5.
	Hipoparatireoze
	E20.0; E20.1;
E20.8; E20.9
	50
	 

	8.6.
	Akromegālija un hipofiziārais gigantisms
	E22.0
	100
	 

	8.7.
	Hipofīzes hiperfunkcija
	E22.1-E22.2; E22.8
	75
	 

	8.8.
	Hipopituitārisms
	E23.0
	100
	 


	8.9.
	Hipofīzes hipofunkcija un citi traucējumi
	E23.1; E23.2
	75
	 

	8.10.
	Adrenogenitāli traucējumi
	E25.0; E25.8
	50
	 

	8.11.
	Citas virsnieru slimības
	E27.1; E27.3;
E27.4
	75
	 

	12.Aug
	Primārā olnīcu mazspēja
	E28.3
	75
	 

	8.13.
	Priekšlaicīga pubertāte
	E30.1
	75
	 

	8.14.
	Citur neklasificēts mazs augums
	E34.3
	100
	 

	8.15.
	Aktīvs rahīts
	E55.0
	100
	bērniem līdz 3 g.

	8.16.
	Lipoproteīnu vielmaiņas traucējumi un citas lipidēmijas
	E78.0-E78.2
	50
	 

	8.17.
	Minerālu vielmaiņas traucējumi
	E83.0; E83.1
	75
	 

	8.18.
	Cistiskā fibroze
	E84.0; E84.1;
E84.8; E84.9
	100
	 

	8.19.
	Citur nekvalificēti pēcmanipulācijas endokrīni un vielmaiņas traucējumi
	E89.0-E89.6; E89.8; E89.9
	75
	 

	9. Gremošanas sistēmas slimības
	
	 

	9.1. Kuņģa un divpadsmitpirkstu zarnas slimības
	
	 

	9.1.1.
	Kuņģa čūla
	K25.3; K25.7
	50
	 

	9.1.2.
	Divpadsmitpirkstu zarnas čūla
	K26.3; K26.7
	50
	 

	9.1.3.
	Neprecizētas lokalizācijas peptiska čūla
	K27.3; K27.7
	50
	 

	9.1.4.
	Gastrojejunāla čūla
	K28.3;K28.7
	50
	 

	9.2. Neinfekciozi enterīti un kolīti
	 
	
	 

	9.2.1.
	Krona (Crohn) slimība (reģionāls enterīts)
	K50.0; K50.1; K50.8; K50.9
	50
	 

	9.2.2.
	Čūlains (ulcerozs) kolīts
	K51.0-K51.5; K51.8; K51.9
	50
	 

	9.3. Aknu slimības
	 
	
	 

	9.3.1.
	Toksisks aknu bojājums ar hronisku aktīvu hepatītu
	K71.5
	100
	 

	9.3.2.
	Citur neklasificēts hronisks aktīvs hepatīts
	K73.2
	100
	 

	9.3.3.
	Primāra biliāra ciroze
	K74.3
	100
	 

	9.4. Žultspūšļa, žultsceļu un aizkuņģa dziedzera slimības
	
	 

	9.4.1.
	Cita veida hroniski pankreatīti
	K86.1
	50
	 

	9.5. Citas gremošanas orgānu slimības
	 
	
	 

	9.5.1.
	Citur neklasificēta malabsorbcija pēc ķirurģiskas operācijas
	K91.2
	75
	 

	10. Infekcijas un parazitāras slimības
	
	 

	10.1. Pārsvarā seksuāli transmisīvas infekcijas
	
	 

	10.1.1.
	Svaigs sifiliss
	A51.0-A51.5; A51.9
	50
	 

	10.2. Vīrusinfekcijas ar ādas un gļotādu bojājumiem
	
	 

	10.2.1.
	Jostas roze ar citu nervu sistēmas daļu iesaisti
	B02.2
	50
	 

	10.3. Vīrushepatīti 
	 
	
	 

	10.3.1.
	Akūts C hepatīts
	B17.1
	75
	

	10.3.2.
	Hronisks vīrushepatīts
	B18.0-B18.2
	75
	

	10.4. Human Immunodeficiency Virus (HIV) Infection 
	
	

	10.4.1.
	Human Immunodeficiency Virus (HIV) infection with contagious or parasitic disease 
	B20.0-B20.9
	100
	 

	10.4.2.
	Human Immunodeficiency Virus (HIV) infection with malignant tumour
	B21.0-B21.3; B21.7-B21.9
	100
	 

	10.4.3.
	Human Immunodeficiency Virus (HIV) infection with other specified disease manifestation
	B22.0-B22.2; B22.7
	100
	 

	10.4.4.
	Human Immunodeficiency Virus (HIV) infection with other manifestations
	B23.0-B23.2; B23.8
	100
	 

	10.4.5.
	Unspecified infection with Human Immunodeficiency Virus (HIV) 
	B24
	100
	"

	11. Muskuļu, skeleta un saistaudu slimības
	
	
	

	11.1. Iekaisīgas poliartropātijas
	 
	
	 

	11.1.1.
	Reaktīvas artropātijas
	M02.3; M02.8
	50
	 

	11.1.2.
	Seropozitīvs reimatoīdais artrīts
	M05.0-M05.3;
M05.8
	100
	 

	11.1.3.
	Cita veida reimatoīdais artrīts
	M06.0-M06.4;
M06.8
	100
	 

	11.1.4.
	Psoriātiskas un enteropātiskas artropātijas
	M07.0-M07.3
	100
	 

	11.1.5.
	Juvenilais artrīts
	M08.0-M08.4; M08.8; M08.9
	100
	 

	11.2. Saistaudu sistēmslimības
	 
	
	 

	11.2.1.
	Nodozais poliarterīts un radniecīgi stāvokļi
	M30.0-M30.3
	100
	 

	11.2.2.
	Citas nekrotizējošas vaskulopātijas
	M31.3; M31.4;
M31.5
	100
	 

	11.2.3.
	Sistēmiska sarkanā vilkēde
	M32.0; M32.1;
M32.8
	100
	 

	11.2.4.
	Dermatopolimiozīts
	M33.0-M33.2
	100
	 

	11.2.5.
	Sistēmiska sklerodermija
	M34.0-M34.2;
M34.8
	100
	 

	11.2.6.
	Citi sistēmiski saistaudu bojājumi
	M35.0; M35.1; M35.3; M35.6
	100
	 

	11.3. Spondilopātijas
	 
	
	 

	11.3.1.
	Ankilozējošais spondilīts
	M45
	100
	 

	11.3.2.
	Citur neklasificēts sakroileīts
	M46.1
	50
	 

	11.3.3.
	Spondiloze
	M47.0; M47.1
	50
	 

	11.4. Kaulu blīvuma un struktūras pārmaiņas
	
	 

	11.4.1.
	Osteoporoze ar patoloģisku lūzumu
	M80.0-M80.5; M80.8; M80.9
	50
	lūzums osteoporozes dēļ, pierādīts rentgenoloģiski

	11.4.2.
	Osteoporoze bez patoloģiska lūzuma
	M81.0-M81.6; M81.8; M81.9
	50
	pierādīta osteodensitometriski

	11.4.3.
	Osteoporoze citur klasificētu slimību dēļ
	M82.0; M82.1;
M82.8
	50
	pierādīta osteodensitometriski

	12. Noteikti perinatālā perioda stāvokļi
	
	 

	12.1.
	Cita jaundzimušo galvas smadzeņu patoloģija
	P91.0-P91.5; P91.8; P91.9
	100
	 

	12.2.
	Jaundzimušo muskuļu tonusa pārmaiņas
	P94.0-P94.2; P94.8; P94.9
	100
	 

	12.3.
	Cita perinatālajā periodā sākusies patoloģija
	P96.0-96.5; P96.8; P96.9
	100
	 

	13. Iedzimtas kroplības, deformācijas un hromosomu anomālijas
	 

	13.1.
	Iedzimto anomāliju sindromi ar dominējošu mazu augumu
	Q87.1
	100
	 

	13.2.
	Tērnera (Turner) sindroms
	Q96.0-Q96.4; Q96.8; Q96.9
	100
	 

	14. Nervu sistēmas slimības
	 

	14.1. Ekstrapiramidāli un kustību traucējumi
	
	 

	14.1.1.
	Parkinsona (Parkinson) slimība
	G20
	75
	 

	14.2. Demielinizējošas CNS slimības
	 
	
	 

	14.2.1.
	Multiplā skleroze
	G35
	100
	 

	14.3. Epizodiski un paroksizmāli traucējumi
	
	 

	14.3.1.
	Epilepsija
	G40.0-G40.8
	100
	 

	14.3.3.
	Cerebrāla transitoriska išēmiska lēkme un radniecīgi sindromi
	G45.0-G45.4; G45.8; G45.9
	50
	 

	14.4. Neiromuskulārās sinapses un muskuļu slimības
	
	 

	14.4.1.
	Myasthenia gravis un citas mioneirālas patoloģijas
	G70.0-G70.2; G70.8
	75
	 

	14.4.2.
	Iedzimtas miopātijas
	G71.2
	75
	 

	14.5. Cerebrālā trieka un citi paralītiski sindromi
	
	 

	14.5.1.
	Bērnu cerebrālā trieka
	G80.0-G80.4; G80.8
	100
	 

	14.6. Centrālās nervu sistēmas primāras sistēmiskas atrofijas
	 

	14.6.1.
	Hantingtona horeja
	G10
	50
	 

	14.6.2.
	Pārmantota ataksija
	G11.0-G11.4; G11.8; G11.9
	50
	 

	14.6.3.
	Motoriskā neirona slimības
	G12.2
	50
	 

	14.7. Ekstrapiramidāli un kustību traucējumi
	
	 

	14.7.1.
	Distonija
	G24.0-G24.5; G24.8; G24.9
	50
	 

	14.8. Citas deģeneratīvas nervu sistēmas slimības
	
	 

	14.8.1.
	Alcheimera slimība
	G30.0; G30.1;
G30.8; G30.9
	50
	 

	14.9. Nervu, nervu saknīšu un pinumu patoloģija
	
	 

	14.9.1.
	Trijzaru nerva (n. trigeminus) patoloģija
	G50.0; G50.1;
G50.8; G50.9
	50
	 

	14.9.2.
	Nervu saknīšu un pinumu patoloģija
	G54.0; G54.1;
G54.5; G54.6
	50
	 

	14.9.3.
	Kauzalģija
	G56.4
	50
	 

	14.10. Polineiropātijas un citas perifēriskās nervu sistēmas slimības
	
	 

	14.10.1.
	Pārmantota un idiopātiska neiropātija
	G60.0-G60.3; G60.8; G60.9
	50
	 

	14.10.2.
	Iekaisīga polineiropātija
	G61.0; G61.1;
G61.8; G61.9
	50
	 

	14.10.3.
	Cita veida neiropātijas
	G62.0; G62.2;
G62.8
	50
	 

	14.10.4.
	Polineiropātijas citur klasificētu infekcijas un parazitāru slimību dēļ
	G63.0; G63.3;
G63.5
	50
	 

	14.10.5.
	Citas muguras smadzeņu slimības
	G95.0-G95.2; G95.8; G95.9
	50
	 

	15. Psihiski un uzvedības traucējumi
	
	 

	15.1.
	Alcheimera demence
	F00.0-F00.2; F00.9
	50
	 

	15.2.
	Demence citu citur klasificētu slimību dēļ
	F02.0; F02.2;
F02.8
	50
	 

	15.3.
	Citi psihiski traucējumi, kas rodas smadzeņu bojājuma un disfunkcijas vai somatiskas slimības dēļ
	F06.0; F06.2
	50
	 

	15.4.
	Šizofrēnija
	F20.0-F.20.6; F20.8
	100
	 

	15.5.
	Šizotipiski traucējumi
	F21
	50
	 

	15.6.
	Persistējoši murgi
	F22.0; F22.8;
F22.9
	50
	 

	15.7.
	Šizoafektīvi stāvokļi
	F25.0-F25.2; F25.8; F25.9
	50
	 

	15.8.
	Bipolāri afektīvi traucējumi
	F31.0-F31.9
	50
	 

	15.9.
	Rekurenti depresīvi traucējumi
	F33.0-F33.4; F33.8; F33.9
	50
	 

	15.10.
	Vidēji smaga garīga atpalicība
	F71.0-F71.1;
F71.8-F71.9
	50
	 

	15.11.
	Smaga garīga atpalicība
	F72.0-F72.1;
F72.8-F72.9
	50
	 

	15.12.
	Dziļa garīga atpalicība
	F73.0-F73.1;
F73.8-F73.9
	50
	 

	15.13.
	Pervezīvi attīstības traucējumi
	F84.0-F84.5; F84.8
	50
	 

	15.14.
	Neorganiska enurēze
	F98.0
	50
	 

	16. Faktori, kas ietekmē veselību un saskari ar veselības aprūpes darbiniekiem
	
	 

	16.1.
	Nepieciešamība imunizēt pret gripu
	Z25.1
	50
	tikai:
1) personām vecumā no 65gadiem;
2) bērniem vecumā no 6 līdz 23mēnešiem;
3) personām, kuras pieder šādām veselības riska grupām:
- personas ar hroniskām plaušu slimībām;
- personas ar hroniskām kardiovaskulārām slimībām, neatkarīgi no to cēloņa;
- personas ar hroniskām vielmaiņas slimībām;
- personas ar hroniskām nieru slimībām;
- personas ar imūndeficītu;
- personas, kuras saņem imūn​supresīvu terapiju;
- personas vecumā līdz 18 gadiem, kuras ilgstoši saņem terapiju ar ac.acetylsalicylicum

	16.2.
	Mākslīgā atvere
	Z93.1-Z93.6
	100
	 

	16.3.
	Stāvoklis pēc orgāna un audu transplantācijas
	Z94.0; Z94.1;
Z94.4; Z94.8
	100
	ar diagnozes kodu Z94.8 iekļauta diagnozes "Cita orgāna un audu transplantācija" apakšdiagnoze "Kaulu smadzeņu transplantāts"

	16.4.
	Sirds un asinsvadu implantāti un transplantāti
	Z95.1; Z95.2;
Z95.5; Z95.8
	100
	

	16.5.
	Infection possibility and contact with Human Immunodeficiency Virus (HIV) 
	Z20.6
	100
	 

	16.6.
	Asymptomatic contagion with Human Immunodeficiency Virus (HIV)
	Z21
	100
	

	17. Uroģenitālās sistēmas slimības
	
	 

	17.1.
	Nefrotiskais sindroms
	N04.0-N04.9
	100
	 

	17.2.
	Hronisks tubulointersticiāls nefrīts
	N11.0; N11.1;
N11.8; N11.9
	100
	

	17.3.
 
	Hroniska nieru mazspēja 
	N18.0; N18.8;
N18.9
	100
	

	17.4.
	Prostatas hiperplāzija (prostatas adenoma)
	N40
	50
	

	17.5.
	Endometrioze
	N80.0-N80.6; N80.8; N80.9
	50
	

	17.6.
	Pārmērīgas, biežas un neregulāras menstruācijas
	N92.0-N92.6
	50
	 

	17.7.
	Traucējumi mākslīgas menopauzes dēļ
	N95.3
	50
	 

	18. Ievainojumi, saindēšanās un citas ārējas iedarbes sekas
	
	 

	18.1.
	Neprecizēta radiācijas ietekme
	T66
	75
	 

	18.2.
	Mugurkaulāja lūzuma sekas
	T91.1
	75
	 

	18.3.
	Citu krūškurvja un iegurņa lūzumu sekas
	T91.2
	75
	 

	18.4.
	Muguras smadzeņu bojājuma sekas
	T91.3
	75
	 

	18.5.
	Augšējās ekstremitātes nerva bojājuma sekas
	T92.4
	75
	 

	18.6.
	Apakšējās ekstremitātes nerva bojājuma sekas
	T93.4
	75
	 

	19. Grūtniecība, dzemdības un pēcdzemdību periods
	
	 

	19.1. Citi sievietes veselības traucējumi grūtniecības dēļ
	
	 

	19.1.1.
	Venozas komplikācijas grūtniecības laikā
	O22.3; O22.9
	75
	 

	19.1.2.
	Cukura diabēts, kas sācies grūtniecības laikā
	O24.4
	100
	 

	19.2. Citi citur neklasificēti stāvokļi dzemdniecībā
	
	 

	19.2.1.
	Citur klasificētas slimības, kas sarežģī grūtniecību, dzemdības un pēcdzemdību periodu
	O99.1; O99.4
	75
	


Veselības ministrs G.Bērziņš
Annex 2

To the Cabinet Regulation No 899

of October 31st, 2006
Groups of medical devices for inclusion on the List of Reimbursable medicinal products, and the level of reimbursement toward the purchase expenses of them
	No

	Group of medical devices
	Level of reimbursement
	Reimbursement restrictions

	1.
	Incontinence devices and urinary tract catheters 
	50%
	Purchase of incontinence devices shall be reimbursed only in the 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, as well as during pregnancy;

2) for children

	
	
	75%
	For diabetes patients using insulin (with exception to cases when reimbursed in 100% amount)

	
	
	50%
	For diabetes patients using oral hypoglycaemic agents
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Annex 3

to the Cabinet Regulation No 899

of October 31st, 2006

Guidelines for Economic Evaluation of Medicinal Products

1. Guidelines for Economic Evaluation of Medicinal Products (hereinafter: 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 withdrawing them from it.

2. When submitting application for inclusion of medicinal products or medical devices on the List of Reimbursable medicinal products, the applicant shall perform pharmaco-economic calculations according to the Guidelines.

3. When evaluation of the application for inclusion of medicinal products and medical devices on the List of Reimbursable medicinal products is performed, the National Health Service shall establish administration costs of medicinal products and medical devices, and evaluate the effect on the healthcare system parameters and costs according to the Guidelines.

4. The following requirements shall be considered in the pharmaco-economic analysis:

4.1. clearly defined research subject;

4.2. stated performer of the analysis, his/her qualification and relationships with the analysis contracting entity;

4.3. analysis shall be based on published clinical trial data showing the therapeutic equivalence or therapeutic added value of a medicinal product and with primary and secondary benefits defined, and research results shown;

4.4. analysis may be based on clinical trial data as yet unpublished but performed as part of the drug licensing process;

4.5. correspondence to the indications of a medicinal product as approved in the respective states shall considered. The analysis should be performed on the entire population included in the clinical trial used and include all additional trial data that has addressed the study question;

4.6. clinical study subgroup data shall be presented additionally in case of important differences in clinical effectiveness or costs;

4.7. the costs and outcomes of another alternative therapy (standard treatment or the usual treatment in daily practice in the respective states) should be compared with the costs and outcomes of the new medicinal product:

4.7.1. if the new medicinal product belongs to an existing pharmaco-therapeutic group, the comparator should be the most commonly used alternative drug within this group;

4.7.2. If the new medicinal product belongs to a new pharmaco-therapeutic group, the comparator should 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 when they are the most commonly used practice;

4.7.4. doses and duration of comparative treatments correspond to those recommended in the summary of product characteristics and treatment guidelines, and doses used in the clinical study. If trial based dose comparisons are used, differences should be justified;

4.7.5. alternative choices should be justified.

5. The following types of pharmaco-economic analysis shall be distinguished (choice of the specific type shall be justified):

5.1. cost minimization analysis (CMA). This method is 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, then only costs are compared;

5.2. cost effectiveness analysis (CEA). This method compares different costs and different outcomes of two or more alternative treatments each with a common objective. Outcomes are measured in physical units. The objective of analysis is to calculate the cost per unit outcome achieved using the incremental cost effectiveness ratio;

5.3. cost utility analysis (CUA). This method shall be applied only as an addition to cost effectiveness analysis. Cost utility analysis is a more comprehensive form of cost effectiveness analysis performed from the societal perspective. Recommended outcome measure is quality adjusted life year, used to calculate the cost per unit outcome achieved incorporating patient preferences (utilities) or evaluation of the quality of life. Origin of the utilities used in the analysis should be explained and the instrument (general or disease-specific) used for measurement of quality of life has to be validated.

6. Therapeutic value of the medicinal product shall be based on the result of its administration (for individual patient or the entire healthcare system):

6.1. reduced mortality;

6.2. reduced incidence of disease complications;

6.3. reduced incidence of disease side-effects;

6.4. incidence of well controlled therapy symptoms;

6.5. reduced incidence of hospitalizations and recurrence.

7. Adjustments to Latvia conditions and medical practice should be made, if the clinical trials have been performed in other countries. Points to consider include, but are not limited to:

7.1. choice and frequency of other prescribed therapy;

7.2. patient age and sex distribution;

7.3. evaluation of patient disease severity;

7.4. choice of comparator therapy.

8. The key parameters of the clinical trials used include:

8.1. explicitly stated study design;

8.2. randomized, double-blind and controlled trials (non-blinded studies, if the choice is justified);

8.3. clear statement of research question;

8.4. comparable patient groups at baseline;

8.5. clinically relevant endpoint and study duration - “intention to treat” analysis;

8.6. the clinical and statistical significance of the achieved outcomes.

9. Clinical studies analysis can 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 comparator therapy. In case of meta-analysis details of study selection and statistical tests used should be indicated.

10. The results of clinical trials should be presented as a summary of outcomes for the new medicinal product and comparative therapies. For each comparison group the summary shall include the following data:

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. To identify the differences in the clinical effectiveness of the new medicinal product and comparative treatments, absolute risk difference (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) is calculated and used for pharmaco-economic analysis. Simultaneously, relative performance measures should 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 is performed from the healthcare perspective that shall consider all direct costs inside the healthcare system:

12.1. costs of medicinal products (including costs of additional therapies and the treatment of side effects);

12.2. costs of medical services;

12.3. costs of hospital services;

12.4. costs of diagnostic and investigational services;

12.5. any other direct healthcare costs.

13. If additional pharmaco-economic analysis is performed from the societal perspective, other costs shall be included (both direct and indirect costs outside the healthcare system): costs of social services, costs related to the patient transfer, and other costs to the patient or his/her family.

14. If pharmaco-economic analysis is performed based on economic studies performed abroad, all costs should be adapted to the local healthcare circumstances. Sources of data used to estimate costs should 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 (e.g., number of consultations, number of bed days, etc.);

14.3. changes in the cost per unit of costs;

14.4. all costs should be reflected in lats.

15. If any direct or indirect costs outside the healthcare system are included, these should be indicated separately and calculations conducted separately, including the following:

15.1. direct costs inside the healthcare system;

15.2. direct costs outside the healthcare system;

15.3 indirect costs outside the healthcare system.

16. Summary data analysis shall include the following comparison parameters of administration of the relevant alternatives:

16.1. treatment cost per unit outcome for each alternative (e.g. cost per death avoided, acquired year of life, prevented hospitalization case);

16.2. cost-effectiveness analysis shall calculate incremental cost effectiveness ratio to show the difference for the one reached additional result with the new medicinal product;

16.3. total cost of both comparable treatments and total benefit for the healthcare system shall be calculated. Total cost savings in the healthcare system should be presented, if relevant.

17. 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 per cent. If another discounting rate is used, justification has to be provided.

18. Sensitivity analysis is used to measure the extent of the effect of factorial (e.g. 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 pharmaco-economic analysis cannot be performed according to the methods described above, economical modeling techniques can be applied (e.g. 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 a different healthcare system settings). The economical model should be presented in a manner that will enable the replication of the analyses, electronic copy of the spreadsheets or the software used to generate the model should be submitted. Decisions on the use of effectiveness and resource estimates need to be substantiated. The basis for the model should be the state of scientific knowledge.

Minister of Healthcare
G.Bērziņš
Annex 4

to the 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 
	#
	Manufacturer’s Price (LVL)
	Wholesaler’s Mark-up (% or LVL)

	1.
	0.01-1.99
	10%

	2.
	2.00-3.99
	9%

	3.
	4.00-7.99
	7%

	4.
	8.00-14.99
	6%

	5.
	15.00-19.99
	5%

	6.
	20.00-99.99
	4%

	7.
	100.00-499.99
	3%

	8.
	500.00-999.99
	2%

	9.
	1000.00 and more
	1%


Prime Minister,
Minister of Regional Development and Municipal Affairs

 V.Dombrovskis
Minister of Healthcare J.Barzdins
Annex 5

to the Cabinet Regulation No 899

31 October 2005

Correction coefficients and correction sums applicable for pharmacy price calculation for medicinal products and medical devices included in the Positive list 
	No.
	Basic price for reimbursement (LVL)
	Correction coefficient 
	Correction sum (LVL)

	1.
	0.01–0.99
	1.30
	0.00

	2.
	1.00–1.99
	1.25
	0.05

	3.
	2.00–2.99
	1.20
	0.15

	4.
	3.00–4.99
	1.17
	0.30

	5.
	5.00–9.99
	1.15
	0.40

	6.
	10.00–14.99
	1.10
	0.90

	7.
	15.00–19.99
	1.07
	1.35

	8.
	20.00–49.99
	1.05
	1.75

	9.
	50.00 and more
	1.00
	4.25


Minister of Healthcare G.Bērziņš
  

Annex 6

to the Cabinet Regulation No 899

of October 31st, 2006

Maximum permissible drug cost difference for different pharmaceutical forms of the same general name 
	No.
	Pharmaceutical form
	Cost difference

	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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