Cabinet Regulation No. 803

Riga, October 25, 2005

Regulation on medicinal products pricing principles

Issued in accordance with the Pharmacy Law, Article 5, Paragraph 4

I. General provisions

1. These Regulations establish pricing principles for medicinal products (with the exception of veterinary medicinal products).

2. These Regulations do not apply to the pricing of medicinal products that are purchased according with the Law “On purchase for public or self-governmental needs”.

3. The price for medicinal products included in the list of reimbursable medicinal products shall be formed according to the normative acts on the procedure for reimbursement of expenses for medicinal products and medical devices intended for out-patient treatment.

II. Responsibilities of the medicinal product manufacturers, medicinal products wholesalers and pharmacies

4. Manufacturer of the medicinal product or authorised representative of it (hereinafter: manufacturer of the medicinal product), when starting distribution of the medicinal product in the territory of Latvia, shall inform the State Agency of Medicines in writing and electronically on the sales price of the manufacturer of the medicinal product for the relevant medicinal product in Latvia (for each pharmaceutical form depending from the quantity of the active substance per dosing unit and number of dosing units per package) without value added tax (hereinafter: manufacturer’s price) in Lats and Euros according to the currency exchange rate determined by the Bank of Latvia on the day of information submission.

5. Manufacturer of the medicinal product shall inform the State Agency of Medicines and wholesalers that distribute the manufactured medicinal product on the changes to the manufacturer’s price at least 30 days prior to the application of the new manufacturer’s price. Manufacturer of the medicinal product shall submit a grounded information on the reasons for the increase in the price of the medicinal product within 15 days after a written request from the State Agency of Medicines.

6. When the manufacturer of the medicinal product is not also the marketing authorization holder, responsibilities of the manufacturer of the medicinal product set out in Articles 4, 5 and 22 of these Regulations shall be carried out by the marketing authorization holder or authorized representative of it (hereinafter: marketing authorization holder). In such case, in addition to the price declared by the medicinal product manufacturer also expenses due to the registration of the medicinal product and preparation for its distribution shall be stated separately.

7. Simultaneously with the notification on the start of the distribution of the medicinal product to be distributed in parallel, parallel distributor of the medicinal product shall inform the State Agency of Medicines in writing and electronically on the sales price of the relevant medicinal product in Latvia (for each pharmaceutical form depending from the quantity of the active substance per dosing unit and number of dosing units per package) without value added tax (hereinafter: parallel importer’s price) in Lats and Euros according to the currency exchange rate determined by the Bank of Latvia on the day of information submission.

8. Simultaneously with the application for permission for distribution of medicinal product imported in parallel in the Republic of Latvia, parallel importer of the medicinal product shall submit information to the State Agency of Medicines in writing and electronically on the sales price of the relevant medicinal product in Latvia (for each pharmaceutical form depending from the quantity of the active substance per dosing unit and number of dosing units per package) without value added tax (hereinafter: parallel importer’s price) in Lats and Euros according to the currency exchange rate determined by the Bank of Latvia on the day of information submission.

9. Parallel distributor of the medicinal product shall inform the State Agency of Medicines on the planned changes to the parallel distributor’s price, and parallel importer of the medicinal product on the planned changes to the parallel importer’s price no later than 15 days prior to the application of the new price. Parallel distributor of the medicinal product and parallel importer of the medicinal product shall submit grounded information on the reasons for increase in the price of the medicinal product within seven days after written requirement from the State Agency of Medicines.

10. The price for which the wholesaler of the medicinal product sells the medicinal product (hereinafter: wholesaler’s price) is formed by multiplying manufacturer’s price by the correction index and adding correction sum and value added tax value in Lats. Correction index and correction sum shall be determined based on the manufacturer’s price (Annex 1). To establish the wholesale price, the following formula shall be implemented:

LC = RC x k + X + PVN, where

LC – wholesale price

RC – manufacturer’s price

k – correction index

X – correction sum in Lats

PVN - value added tax

11. In the case mentioned in Article 6 of these Regulations, when wholesale price is calculated according to the formula stated in the Article 10 of these Regulations, separately stated expenses formed due to the registration of the medicinal product and preparation for its distribution shall be stated separately.

12. Wholesale price formed according to the Article 10 of these Regulations, is the maximum allowed wholesale price with no regard to the number of medicinal products wholesalers involved in the distribution process of the relevant medicinal product.

13. Price for which the pharmacy sell the medicinal product (hereinafter: pharmacy price) is formed by multiplying the price for which the pharmacy bys the medicinal product from the medicinal product manufacturer or medicinal products wholesaler with the exception of the value added tax (hereinafter: purchase price) with correction index and by adding correction sum and value added tax value in Lats. Correction index and correction sum shall be determined based on the purchase price (Annex 2). To establish the pharmacy price, the following formula shall be implemented:

AC = IC x n + Y + PVN, where

AC – pharmacy price

IC – purchase price

n – correction index

Y – correction sum in Lats

PVN - value added tax

14. Pharmacy price formed according to the Article 13 of these Regulations is the maximum feasible pharmacy price with no regard to the number of pharmacies involved in the distribution process of the relevant medicinal product.

15. Price of the medicinal product prepared at the pharmacy is formed by the expenses of the raw materials and package materials with addition of the correction sum according to the pharmaceutical form (Annex 3) and value added tax value in Lats. To establish the price for medicinal products prepared at the pharmacy, the following formula shall be implemented:

AIZC = II + IMI + Z + PVN, where

AIZC – price for medicinal products prepared at the pharmacy

II – expenses for raw materials

IMI - expenses for packaging materials

Z – correction sum in Lats

PVN - value added tax

16. Price for medicinal products prepared at the pharmacy formed according to the Article 15 of these Regulations, is the maximum feasible price for the medicinal product prepared at the pharmacy.

17. When a pharmacy purchases medicinal product prepared at another pharmacy, mark-up shall be applied that shall not exceed 10 per cent of the price formed according to the Article 15 of these Regulations with exclusion of the value added tax.

18. Manufacturers of medicinal products, wholesalers of medicinal products and pharmacies shall furnish availability of the medicinal product’s price calculations to the State Pharmacy Inspection during inspection.

III. Responsibilities of monitoring institutions

19. The State Agency of Medicines shall:

19.1 develop and maintain data base that shall include information offered by the manufacturer that is stated by the Article 4 of these Regulations, and the information offered by the marketing authorization holder on the manufacturer’s price that is stated in the Article 6 of these Regulations, as well as on the expenses formed due the registration of the medicinal product and preparation for its distribution (hereinafter: data base);

19.2 include in the data base information offered by the parallel distributor on the parallel distributor’s price that is stated by the Article 7 of these Regulations, and information offered by the parallel importer on the parallel importer’s price that is stated by the Article 8 of these Regulations;

19.3 within seven days of information receipt, upgrades data base data, including data offered by the manufacturer of the medicinal product, marketing authorization holder, parallel distributor of the medicinal product or parallel importer of the medicinal product according to the Articles 5, 6 and 9 of these Regulations;

19.4 continuously analyze data base data, recognizing risk factors endangering stability of the medicinal product price;

19.5 following recognition of risk factors stated in the Paragraph 19.4 of these Regulations, requires grounded information in writing from the data applicant on the reasons for medicinal product’s price increase;

19.6 within 15 days following receipt of information stated in the Paragraph 19.5 of these Regulations, analyses it and informs the Ministry of Health on the cases of insubstantial medicinal product’s price increases;

19.7 prepare and submit to the Ministry of Health quarterly reports on dynamics of medicinal products prices;

19.8 ensure availability of data base data to the State Pharmacy Inspection.

20. State Pharmacy Inspection shall control execution of these Regulations.

IV. Final provisions

21. Cabinet Regulation dtd December 29, 1998 No 501 “Regulations of the pricing of medicinal and pharmaceutical products” (Latvijas Vēstnesis, 1999, No 1) shall be regarded as invalid.

22. Manufacturer of the medicinal product shall submit information on the medicinal product the distribution of which is started prior to the day these Regulations shall come into force to the State Agency of Medicines according to the Article 4 of these Regulations till January 1, 2006, and afterwards, twice per year by the first date of the half-year, as well as when the manufacturer’s price is changed.

23. Parallel distributor of the medicinal product shall submit information on the medicinal product imported in parallel the distribution of which is started prior to the day these Regulations shall come into force to the State Agency of Medicines according to the Article 7 of these Regulations till January 1, 2006, and afterwards, when the parallel distributor’s price is changed.

24. Parallel importer of the medicinal product shall submit information on the medicinal product imported in parallel the distribution of which is started prior to the day these Regulations shall come into force to the State Agency of Medicines according to the Article 8 of these Regulations till January 1, 2006, and afterwards, when the parallel importer’s price is changed.

25. These Regulations shall come into force on December 1, 2005.

Instead of President of Ministers – Minister of Finances O. Spurdziņš

Minister of Health G. Bērziņš

Editorial note: these Regulations shall come into force on December 1, 2005.

Annex 1

to the Cabinet Regulation No 803 dtd October 25, 2005

       

Correction indexes and correction sums relevant to the medicinal product manufacturer’s price
	No
	Manufacturer’s price (in Lats)
	Correction index
	Correction sum (in Lats)

	1.
	up to 2.99
	  1.18
	0.00

	2.
	3.00–9.99
	  1.15
	0.09

	3.
	10.00 and more
	1.1
	0.59


Minister of Health G.Bērziņš

Annex 2

to the Cabinet Regulation No 803  dtd October 25, 2005
Correction indexes and correction sums relevant to the medicinal product purchase price

	No
	Purchase price (in Lats)
	Correction index
	Correction sum (in Lats)

	1.
	up to 0.99
	1.4
	0.00

	2.
	1.00–1.99
	  1.35
	0.05

	3.
	2.00–2.99
	1.3
	0.15

	4.
	3.00–4.99
	  1.25
	0.30

	5.
	5.00–9.99
	1.2
	0.55

	6.
	10.00–19.99
	  1.15
	1.05

	7.
	20.00 and more
	1.1
	2.05


Minister of Health G.Bērziņš

