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Republic of Latvia

Cabinet

Regulation No 168
Adopted 25 March 2004 

Procedures for the Labelling, Distribution and Control of Veterinary Medicinal Products
Issued pursuant to

Section 5, Paragraphs three and twelve of 

the Pharmaceutical Law

I. General Provisions

1. These Regulations shall prescribe:

1.1. the procedures, by which veterinary medicinal products (including immunological products that are used for determination of the level of immunity and ensuring of active or passive immunity, medical treatment premixtures (any veterinary medicinal products that are manufactured in order to use them for the manufacturing of medical treatment feedingstuffs for animals) and veterinary homeopathic medicinal products) are labelled and distributed in the Republic of Latvia (including imported into and exported from the Republic of Latvia);

1.2. the procedures, by which the Food and Veterinary Service and the State Pharmaceutical Inspection controls the distribution of veterinary medicinal products; and

1.3. requirements to be complied with when developing the instructions on the use of veterinary medicinal products.

[25 April 2006]

2. These Regulations shall not apply to:<0}
2.1. medicated feed;

2.2. inactivated immunological products, which are prepared from pathogens and antigens that are obtained from an animal of a particular farm and that are used for the medical treatment of animals of the very same farm;

2.3. medicinal products prepared in a pharmacy for a definite animal, taking into account the information indicated in a veterinary prescription (main formulas, which are manufactured in a pharmacy);
2.4. medicinal products manufactured in a pharmacy, which are made in accordance with pharmacopoeial instructions;

2.5. veterinary medicinal products, which contain radioactive isotopes; and

2.6. feed additives.

3. It is allowed to distribute veterinary medicinal products to:

3.1. a merchant to whom the State Agency of Medicines has issued a licence for the manufacturing of veterinary medicinal products (hereinafter – a manufacturer of veterinary medicinal products).  A manufacturer of veterinary medicinal products is allowed, in accordance with the procedures specified in the Pharmaceutical Law, to distribute only those veterinary medicinal products, which are manufactured by itself and are indicated in the manufacturing licence;

3.2. a merchant to whom the State Agency of Medicines has issued a licence for the opening (operation) of a veterinary drug wholesaler (hereinafter – a drug wholesaler);

3.3. in retail trade – a merchant to whom the Food and Veterinary Service has issued a licence for opening (operation) of a veterinary pharmacy (hereinafter – a pharmacy); or

3.4. undertakings of veterinary medicine care and  persons who are engaged in veterinary medical practice (veterinary practitioners and merchants of veterinary medical care) – medicinal products that are necessary for the treatment course of an animal.

[7 September 2004; 25 April 2006]
II. Distribution of Medicinal Products
4. A manufacturer of veterinary medicinal products shall procure veterinary medicinal products from persons who, in accordance with the Pharmaceutical Law, have the rights to distribute medicinal products if  the medicinal products have:

4.1. a quality control certificate attached;

4.2. an import permit issued by the State Agency of Medicines, if the medicinal products are imported from a state, which is not in the European Economic Area (is not a European Union Member State, Norway, Iceland or Liechtenstein).

[25 April 2006]
5. A manufacturer of veterinary medicinal products shall appoint a responsible official for the detailed accounting of the received and distributed quantity of veterinary medicinal products. The following information shall be indicated in the accounting:

5.1. the date of the receipt or issuance of veterinary medicinal products;

5.2. the name of veterinary medicinal products;

5.3. the assigned serial number and term of validity;

5.4. the received or issued quantity of veterinary medicinal products; and

5.5. the name and address of the supplier or recipient of veterinary medicinal products.

[7 September 2004]
6. A manufacturer of veterinary medicinal products shall store the accounting referred to in Paragraph 5 of these Regulations for at least three years and shall present the accounting data to an inspector of the State Pharmaceutical Inspection upon his or her request.

[25 April 2006]
7. A manufacturer of veterinary medicinal products shall perform an internal audit at least once a year, by comparing the sent and received consignments of veterinary medicinal products with the actual supply at the warehouse and recording any non-compliance.

8. A drug wholesaler is allowed:

8.1. to procure veterinary medicinal products if a quality control certificate has been attached to them and they are distributed by a person who in accordance with the Pharmaceutical Law has the right to distribute medicinal products. If veterinary medicinal products are being imported from a state, which is not in the European Economic Area, such products shall be required to have an import permit issued by the State Agency of Medicines;

8.2. to distribute veterinary medicinal products in wholesale trade (does not apply to the supplies of veterinary medicinal products, which are being performed by the manufacturer of veterinary medicinal products itself, or to a retail trade of veterinary medicinal products, which is being conducted by a pharmacy):

8.2.1. only to the merchants who are allowed to be engaged in retail trade of veterinary medicinal products;

8.2.2. veterinary practitioners, practising veterinary technicians and merchants of veterinary medical care.

[7 September 2004; 25 April 2006]
9. A responsible official of a drug wholesaler or a division thereof (if a division is not situated in the location of pharmaceutical activity of the drug wholesaler) shall perform the detailed accounting of each received and issued amount of veterinary medicinal products. The following information shall be indicated in the accounting:

9.1. the date of the receipt and issuance of veterinary medicinal products;

9.2. the name of veterinary medicinal products;

9.3. the serial number assigned by the manufacturer of the veterinary medicinal products and term of validity thereof;

9.4. the received or issued quantity of veterinary medicinal products;

9.5. the name and address of the supplier or recipient of veterinary medicinal products; and

9.6. the given name, surname, address of a natural person and the number of the request of veterinary medicinal products if a drug wholesaler or a division thereof issues veterinary medicinal products to a person to whom a certificate of veterinary medical practice has been issued.

10. In a drug wholesaler and a division thereof the accounting referred to in Paragraph 9 of these Regulations shall be stored for at least three years and the accounting data shall be presented to an inspector of the State Pharmaceutical Inspection upon his or her request.

[25 April 2006]
11. In a drug wholesaler and a division thereof the internal audit shall be performed at least once a year, by comparing the sent and received consignments of veterinary medicinal products with the actual supply at the warehouse and recording any non-compliance.

12. A pharmacy and the branches thereof shall perform the retail trade (sale of goods in a small amount directly to consumers) of veterinary medicinal products.

13. A pharmacy is allowed to procure veterinary medicinal products in accordance with the Pharmaceutical Law.

14. A responsible person of a pharmacy and a branch of the pharmacy shall perform the detailed accounting of the received and issued veterinary medicinal products.

15. A responsible person of a pharmacy and a branch of the pharmacy shall register the following information regarding the received veterinary medicinal products:

15.1. the date of receipt;

15.2. the name of veterinary medicinal products and the name of the manufacturer of the veterinary medicinal products;

15.3. the serial number of veterinary medicinal products assigned by the manufacturer of the veterinary medicinal products;

15.4. the amount of the received veterinary medicinal products; and

15.5. the name and address of the supplier.

16. A responsible person of a pharmacy shall register the following information regarding the received or issued prescription veterinary medicinal products, veterinary medicinal products that are intended for productive animals and veterinary medicinal products, for which the time period of the withdrawal of the medicinal products must be observed when they are used:

16.1. the date of the receipt or issuance of medicinal products;

16.2. the name of veterinary medicinal products and the name of the manufacturer of the veterinary medicinal products;

16.3. the serial number of veterinary medicinal products assigned by the manufacturer of the veterinary medicinal products;

16.4. the received or issued quantity of veterinary medicinal products; and

16.5. if prescription veterinary medicinal products are being issued – the surname and address of the veterinary practitioner who has written out the prescription.

17. If veterinary medicinal products are issued on prescription, the responsible person of a pharmacy shall store the first copy of the prescription for at least three years.

18. In a pharmacy and a branch thereof the internal audit shall be performed at least once a year, by comparing the issued and received quantities of veterinary medicinal products with the actual supply of the warehouse and recording any non-compliance.

19. In a pharmacy and a branch thereof the accounting referred to in Paragraph 14 of these Regulations shall be stored for at least three years and the accounting data shall be presented to an inspector of the Food and Veterinary Service upon his or her request.

20. A veterinary practitioner of another European Union Member State is allowed to bring in finished veterinary medicinal products into the Republic of Latvia in small quantities, which do not exceed the quantity of veterinary medicinal products to be used in one day, and to administer them to animals (except immunological products, the use of which is prohibited in the Republic of Latvia) if:

20.1. the competent authority of the European Union Member State, with which a veterinary practitioner has registered his or her professional activity, has issued a special permit (license) or a certificate for the performance of veterinary practice:

20.2. a veterinary practitioner carries veterinary medicinal products in original packaging of the manufacturer of veterinary medicinal products;

20.3. veterinary medicinal products, which are intended to be administered to animals, from which food products of animal origin (hereinafter – productive animals) are obtained, have the same qualitative and quantitative composition of active substances as in the veterinary medicinal products, which are allowed to be administered to productive animals in the Republic of Latvia;

20.4. a veterinary practitioner gets acquainted with the procedure of veterinary practice in the Republic of Latvia and ensures that the time period of the withdrawal of veterinary medicinal products, which is indicated on the labelling of veterinary medicinal products (information that is indicated on the primary packaging or secondary packaging) or in instructions on the use, is observed. If a longer time period of the withdrawal of medicinal products has been specified for the relevant veterinary medicinal products in the Republic of Latvia, a medical practitioner shall have to comply with it;

20.5. a veterinary practitioner does not issue veterinary medicinal products to an owner or holder of animals treated in the Republic of Latvia, except minimum quantities of veterinary medicinal products, which are necessary for the completion of the treatment course of the relevant animal;

20.6. a veterinary practitioner performs detailed accounting, in which the information regarding the treated animals, diagnosis, administered veterinary medicinal products, dosages thereof and duration of care is indicated. The accounting shall be stored for at least three years. The accounting data and veterinary medicinal products shall be presented to an inspector of the Food and Veterinary Service upon the first request;
20.7. the time period of the withdrawal of veterinary medicinal products specified in the accounting referred to in Sub-paragraph 20.6 of these Regulations is also indicated if productive animals are being treated.

[25 April 2006]
21. In order to protect the health of human beings and animals, the following veterinary medicinal products shall be issued on prescription:

21.1. medicinal products, to which distribution (including supply) or utilisation restrictions apply, which are specified:

21.1.1. in the Single Convention on Narcotic Drugs of 30 March 1961, and 1972 Protocol Amending the Single Convention on Narcotic Drugs of 30 March 1961;

21.1.2. in regulatory enactments regarding restrictions in utilisation of medicinal products for animals;

21.2. medicinal products, in the utilisation of which a veterinary practitioner is specifically cautious because such medicinal products may be dangerous:

21.2.1. to animal species the veterinary medicinal products are provided for;

21.2.2. to the person who administers the veterinary medicinal products to an animal;

21.2.3. to the person who consumes food products, which have been obtained from a treated animal;

21.2.4. to the environment;

21.3. medicinal products, which are being used in the treatment of pathological processes and diseases if a precise diagnosis has been specified. Otherwise veterinary medicinal products may cause effects, which hinder or disturb the diagnostics of diseases or therapeutical operation of veterinary medicinal products;

21.4. medicinal products, which have been prepared in a pharmacy according to a prescription of veterinary practitioner for an individual animal;

21.5. [25 April 2006]; and

21.6. medicinal products, in instructions on the use of which a note “Atļauts izplatīt aptiekās pret licencēta veterinārārsta recepti” [Allowed to be distributed in pharmacies on prescription of a licensed veterinary practitioner] is included.

22. Natural persons, who cross the State border together with an animal, shall be permitted to import and export the veterinary medicinal products, which are necessary to the animal and which are intended for a treatment course that does not exceed two months. The necessity of veterinary medicinal products shall be proved by presenting a veterinary prescription, copy of the prescription or another document confirming such fact.

III. Procedures, by which Veterinary Medicinal Products that Have an Anabolic, Antimicrobial, Antiparasitic, Anti-inflammatory, Hormonal or Psychotropic Effect are Distributed
23. Veterinary medicinal products or active substances (which are used as veterinary medicinal products), which have an anabolic, antimicrobial, antiparasitic, anti-inflammatory, hormonal or psychotropic effect, shall be distributed in accordance with the procedures specified in these Regulations.

24. A manufacturer of veterinary medicinal products, drug wholesaler and the divisions thereof, which distribute active substances or veterinary medicinal products with a psychotropic effect, shall perform accounting in accordance with regulatory enactments that regulate the circulation of psychotropic and narcotic medicinal products. A manufacturer of veterinary medicinal products, drug wholesaler and the divisions thereof, which distribute active substances or veterinary medicinal products with an anabolic, antimicrobial, antiparasitic, anti-inflammatory or hormonal effect, shall maintain a precise register:

24.1. in which all the transactions involving the relevant veterinary medicinal products and substances shall be indicated;

24.2. which shall be stored for at least three years after the last entry was made; and

24.3. which shall be presented to an inspector of the State Pharmaceutical Inspection upon request.

[25 April 2006]
25. Owners or holders of animals, who administer veterinary medicinal products that have an anabolic, antimicrobial, antiparasitic, anti-inflammatory or hormonal effect to animals (group of animals), from which the food products of animal origin are being obtained, shall store for at least three years (also if the treated animal has been slaughtered during such period of time):

25.1. the documents confirming the purchase of the relevant veterinary medicinal products, in which the given name and surname of the buyer of the medicinal products is included; and

25.2. a register or a logbook regarding the administration of the relevant veterinary medicinal products to animals.

26. The following information shall be indicated in the register or logbook referred to in Sub-paragraph 25.2 of these Regulations:

26.1. the date of use of veterinary medicinal products;

26.2. the name of veterinary medicinal products;

26.3. the amount;

26.4. the given name, surname and address of the supplier of veterinary medicinal products; and

26.5. the identification number of the animal, to which the veterinary medicinal products were administered.

27. The register or logbook referred to in Sub-paragraph 25.2 of these Regulations shall be presented to an inspector of the Food and Veterinary Service upon request.

IV. Procedures by Which Veterinary Medicinal Products Intended for Distribution are Stored
28. A manufacturer of veterinary medicinal products shall ensure the storage of veterinary medicinal products in premises, in which it is possible to ensure the storage thereof separately from packaging materials, source materials, intermediate products or such finished veterinary medicinal products, which are recalled, sent back, rejected or subject to quarantine.

29. The premises referred to in Paragraph 28 of these Regulations shall be easy to clean, dry, ventilated. The lighting and temperature of premises shall be ensured pursuant to the requirements indicated on the labelling, and the temperature and humidity meter of automatic operation shall be used for this purpose.

30. The area of quarantine (an area for storage of such veterinary medicinal products, distribution of which is suspended until the final clarification of conditions, if there are suspicions regarding violations of regulatory enactments regulating the circulation of veterinary medicinal products) shall be separated from other premises or parts of premises. The area of quarantine shall be marked with an indication “Karantīnas zona” [the area of quarantine], and it shall be ensured that unauthorised persons may not enter it.

31. Delimited premises or a part of the premises shall be ensured for the storage of recalled, sent back or rejected veterinary medicinal products.

32. Veterinary medicinal products in storage shall be placed on pallets, which are made of material that is easily cleaned and disinfected.

33. A drug wholesaler and divisions thereof shall have:

33.1. premises or delimited parts of premises for:

33.1.1. the acceptance of veterinary medicinal products;

33.1.2. the storage of veterinary medicinal products;

33.1.3. the issuance of veterinary medicinal products;

33.1.4. the storage of veterinary medicinal products intended for destruction, recalled, sent back or rejected veterinary medicinal products or veterinary medicinal products subject to quarantine. Veterinary medicinal products subject to quarantine shall be delimited from other medicinal products and marked accordingly;

33.2. a separate room for the staff; and

33.3. sanitary facilities.

34. The premises referred to in Paragraph 33 of these Regulations shall be easy to clean, dry, ventilated and lighted accordingly.

35. The following shall be ensured in a storage room for veterinary medicinal products of a drug wholesaler and the divisions thereof:

35.1. the storage conditions indicated on the labelling of veterinary medicinal products and the instructions on the use – the appropriate temperature, humidity and lighting;

35.2. inventory that is easy to clean and disinfect;

35.3. the separate storage of veterinary medicinal products, taking into account the groups and batches of veterinary medicinal products;

35.4. that the packaging of veterinary medicinal products is not damaged and mutual pollution of veterinary medicinal products does not take place;

35.5. the temperature and humidity control. The temperature and humidity indicators shall be registered not less than once a day; and

35.6. placement of veterinary medicinal products on shelves or pallets that are made of material that is easily cleaned and disinfected.

36. If a definite temperature mode is necessary for the storage of veterinary medicinal products, the storage room or device shall have equipment that registers each deviation from the intended temperature mode.

37. A pharmacy and the branches thereof shall have mutually connected delimited premises or parts of premises for:

37.1. the trade of veterinary medicinal products;

37.2. the storage of veterinary medicinal products. A delimited part of premises or a container for unusable veterinary medicinal products intended for destruction shall be ensured in such premises or a part of the premises;

37.3. the staff and sanitary facilities.

38. It is prohibited to keep and treat animals in the premises referred to in Paragraph 37 of these Regulations, as well as to perform activities that are not related to the distribution of veterinary medicinal products.

39. The following shall be ensured in the premises or a part of the premises referred to in Paragraph 37.2 of these Regulations:

39.1. placement of veterinary medicinal products on shelves or pallets;

39.2. the storage conditions of veterinary medicinal products indicated on the labelling – the appropriate temperature, humidity and lighting;

39.3. conditions for the easy cleaning of premises, inventory that is easily cleaned and disinfected;

39.4. the separate storage of veterinary medicinal products, taking into account the groups and batches of veterinary medicinal products; and

39.5. that the packaging of veterinary medicinal products is not damaged and mutual pollution of veterinary medicinal products does not take place.

40. Persons to whom a certificate of veterinary medical practice has been issued (hereinafter – a veterinary practitioner) shall store veterinary medicinal products in accordance with the procedures specified in regulatory enactments regulating the circulation of veterinary medicinal products.

41. In distributing (including also transporting) and storing veterinary medicinal products, the following shall be ensured:

41.1. the storage conditions indicated on the labelling of veterinary medicinal products – the appropriate lighting and humidity;

41.2. the temperature indicated on the labelling of veterinary medicinal products:

41.2.1. the room temperature (15-25°C);

41.2.2. a cool place (8-15°C);

41.2.3. a cold place (2-8°C);

41.3. the equipment that registers each deviation from the intended temperature mode if a definite temperature mode is necessary during the transportation of veterinary medicinal products;

41.4. that the packaging of veterinary medicinal products is not damaged and mutual pollution of veterinary medicinal products does not take place, as well as that the climatic conditions or other factors do not have an influence on veterinary medicinal products; and

41.5. a notarially certified copy of the license for the manufacturing of veterinary medicinal products – for veterinary medicinal products intended for delivery to another European Union Member State, which have been imported into the territory of the Republic of Latvia from a state that is not in the European Economic Area.

V. Veterinary Medicinal Products Prohibited for Distribution

42. It is prohibited to distribute:

42.1. veterinary medicinal products in cases referred to in the Pharmaceutical Law;

42.2. veterinary medicinal products, which have an unclear, damaged labelling or labelling that does not comply with these Regulations;

42.3. veterinary medicinal products, to which the instruction on the use in the official language approved by the State Agency of Medicines is not attached; and

42.4. on prescription – immunological products and other veterinary medicinal products, which in accordance with the requirements of regulatory enactments regulating the circulation of veterinary medicinal products may be administered to an animal only by a veterinary practitioner.

[25 April 2006]
43. The State Agency of Medicines may prohibit the import and distribution (including – supply) of immunological veterinary medicinal products throughout the territory of the Republic of Latvia or a part thereof if:

43.1. the utilisation of the referred to products encumbers:

43.1.1. the diagnostics, control and combating of such diseases, combating and control of which takes place in accordance with the State programme for combating infectious diseases;

43.1.2. provision of an opinion regarding the contamination of an animal;

43.1.3. provision of an opinion regarding the food products of animal origin, which are obtained from vaccinated animals;

43.2. a disease, against which the veterinary immunological product immunises, is not found throughout the territory of the Republic of Latvia or a part thereof; and

43.3. it has been specified in other regulatory enactments regulating the distribution of medicinal products.

[25 April 2006]
44. The State Agency of Medicines shall inform the European Commission regarding cases where it prohibits the import, distribution and manufacturing of immunological veterinary medicinal products throughout the territory of the Republic of Latvia.

[25 April 2006]
45. Poor quality veterinary medicinal products intended for destruction shall be transferred for destruction in accordance with regulatory enactments regulating the circulation of hazardous waste, performing the accounting thereof beforehand. The following information shall be indicated regarding the unusable veterinary medicinal products intended for destruction:

45.1. the name;

45.2. the serial number;

45.3. the amount; and

45.4. the type of the packaging.

VI. Requirements for the Labelling and Instruction on the Use of Veterinary Medicinal Products
46. The following information, which is approved by registering veterinary medicinal products with the State Agency of Medicines, shall be indicated on the primary packaging (container or another packaging, which is in direct contact with the relevant medicinal products) or the secondary packaging (packaging, in which primary packaging is placed) of medicinal products with clearly readable letters:

46.1. the name of the veterinary medicinal products; The name may be:

46.1.1. the trade mark together with the merchandise mark or the name of the manufacturer of the veterinary medicinal products;

46.1.2. the name of the non-proprietary veterinary medicinal products together with the trade mark or the name of the manufacturer of the veterinary medicinal products;

46.1.3. the scientific name or formula together with the trade mark or the name of the manufacturer of the veterinary medicinal products or without it;

46.1.4. the international non-proprietary name (the name of any active substance or finished medicinal products, which is not protected by a patent, copyright, trade mark or in another form) suggested by the World Health Organisation, if the trademark is a specific name of such veterinary medicinal products, in which only one active substance is present. If there is not such a name, the usual non-proprietary name shall be assigned;

46.2. the qualitative and quantitative composition of the active substances of the veterinary medicinal products in one dosage of the veterinary medicinal products or pursuant to the type of use of the veterinary medicinal products, the volume or weight of the veterinary medicinal products. The names of active substances shall be indicated by using the international non-proprietary names suggested by the World Health Organisation, but if such names do not exist – the commonly accepted non-proprietary names;

46.3. the serial number assigned by the manufacturer of the veterinary medicinal products;

46.4. the number of the permit for the registration of the veterinary medicinal products;

46.5. the name and legal address of the holder (owner) of the registration certificate of the veterinary medicinal products and the manufacturer of the veterinary medicinal products (if they differ);

46.6. the animal species, to which the veterinary medicinal products are intended, the dosages of the veterinary medicinal products, the method of use, the mode of administration and the term of validity thereof;

46.7. the withdrawal period of the veterinary medicinal products. It is mandatory to indicate the withdrawal period for the veterinary medicinal products, which are intended for productive animals. The withdrawal period shall also be indicated if the indicator is zero;
46.8. the indications for the storage or use of the veterinary medicinal products, the destruction of the unused veterinary medicinal products and the waste thereof (if such exist);

46.9. the instructions:

46.9.1. “Lietošanai dzīvniekiem” [For animal treatment only];

46.9.2. for homeopathic veterinary medicinal products – “Veterinārās homeopātiskās zāles” [homeopathic veterinary medicinal products] and “Konsultēties ar veterinārārstu, ja tiek konstatētas veterināro homeopātisko zāļu izraisītas blakusparādības” [consult a veterinary practitioner if adverse effects caused by the homeopathic veterinary medicinal products are detected];

46.10. [25 April 2006];

46.11. for veterinary medicinal products to be distributed in the Republic of Latvia (in a separate column) – the registration number in the register of the veterinary medicinal products of Latvia and the instruction “Pret recepti” [on prescription] if such veterinary medicinal products are registered as prescription medicinal products.

[25 April 2006]
47. The form of the veterinary medicinal products and the content thereof in mass or volume units or dose units shall be indicated only on the secondary packaging.

48. For ampoules the information referred to in Paragraph 46 of these Regulations shall be indicated on the secondary packaging.

49. The following information shall be indicated on ampoules:

49.1. the name of the veterinary medicinal products;

49.2. the quantities of the active substances;

49.3. the method of administration;

49.4. the serial number of the veterinary medicinal products assigned by the manufacturer of the veterinary medicinal products;

49.5. the term of validity; and

49.6. the indication “Lietošanai dzīvniekiem” [For animal treatment only].

50. If there is only one dosage of veterinary medicinal products in the primary packaging (except ampoules) and it is not possible to place the information referred to in Paragraphs 46 and 47 of these Regulations thereon, the relevant information shall be indicated on the secondary packaging.

51. If veterinary medicinal products do not have a secondary packaging, the information referred to in Paragraphs 46 and 47 of these Regulations shall be indicated on the primary packaging.

52. The information indicated in the instruction on the use shall comply with the information indicated in the registration documents of the veterinary medicinal products.

53. The State Agency of Medicines when registering veterinary medicinal products shall approve the instructions on the use in the official language.

[25 April 2006]
54. The following information shall be indicated in the instructions on the use:

54.1. the name and legal address of the holder (owner) of the registration certificate of the veterinary medicinal products and the manufacturer of the veterinary medicinal products (if they differ);

54.2. the name of the veterinary medicinal products and the international non-proprietary name recommended by the World Health Organisation (if such exists);

54.3. the qualitative and quantitative composition and the therapeutical indications of active substances of the veterinary medicinal products;

54.4. the contraindications and possible adverse effects;

54.5. the animal species, to which the veterinary medicinal products are intended, the dosage for each species, the method, type of administration and, where necessary, the indications regarding the correct administration of the veterinary medicinal products;

54.6. the withdrawal period of the veterinary medicinal products (it shall be indicated on the veterinary medicinal products, which are intended for productive animals). The withdrawal period of veterinary medicinal products shall also be indicated if the indicator is zero;

54.7. the indications regarding the storage or use of the veterinary medicinal products, the destruction of the unused veterinary medicinal products and the waste thereof (is such exist);

54.8. [25 April 2006]; and

54.9. the indication “Atļauts izplatīt aptiekās pret licencēta veterinārārsta recepti” [allowed to be distributed in pharmacies on prescription of a licensed veterinary practitioner], if it is allowed to distribute the veterinary medicinal products on prescription.

55. Inclusion of instructions on the use in the packaging of veterinary medicinal products is mandatory, unless the information to be indicated in the instructions on the use has already been clearly expressed on the primary and secondary packaging. The instructions on the use shall apply only to those veterinary medicinal products, to which they have been attached.

56. The following information shall be ensured in the official language:

56.1. the information of the labelling of veterinary medicinal products, which is referred to in Sub-paragraphs 46.6, 46.7, 46.8 and 46.9 of these Regulations; and

56.2. the information of the labelling of ampoules, which is referred to in Sub-paragraphs 49.3 and 49.6 of these Regulations.

57. The following information shall be indicated in the instructions on the use of the homeopathic veterinary medicinal products, which do not have official therapeutical indications:

57.1. the basic materials or the scientific name of the basic materials;

57.2. the degree of dilution of veterinary medicinal products (it shall be indicated by using pharmacopoeial symbols);

57.3. the name and legal address of the holder (owner) of the registration certificate of the veterinary medicinal products and the manufacturer of the veterinary medicinal products (if they differ);

57.4. the method of administration and, where necessary, the type of administration;

57.5. the expiry date in clear terms (the month and year);

57.6. the pharmaceutical form and the storage or administration indications (if such exist);

57.7. the animal species the veterinary medicinal products are provided for;

57.8. the serial number assigned by the manufacturer of the veterinary medicinal products and the registration number of the veterinary medicinal products; and

57.9. the information and warnings included in the annotation of homeopathic veterinary medicinal products regarding the administration of the homeopathic veterinary medicinal products (if such are necessary).

58. The manufacturer of veterinary medicinal products who has manufactured or repeatedly packaged the veterinary medicinal products shall be responsible for the compliance of the labelling of veterinary medicinal products with the content of the packaging.

VII. Parallel Import of Veterinary Medicinal Products
59. Parallel imported veterinary medicinal products (veterinary medicinal products, which are registered by performing the national registration procedure in any of the states that are in the European Economic Area, which are being exported to another state in the European Economic Area and which are brought in by a person who is not a holder (owner) of the registration certificate of the veterinary medicinal products or is not a manufacturer of the veterinary medicinal products);

59.1. shall be identical to the veterinary medicinal products registered in the Republic of Latvia by the composition, form and therapeutical effect. Slight differences in the composition, the content of colouring substances and the code of colouring substances of adjuvants of the parallel imported veterinary medicinal products from the composition of the veterinary medicinal products that have already been registered in the Republic of Latvia shall be admissible; and

59.2. shall be intended to be stored for a time period not longer than that of the corresponding veterinary medicinal products registered in the Republic of Latvia.

60. Only the drug wholesaler, which has received a permit for the parallel import of veterinary medicinal products at the State Agency of Medicines, shall perform the parallel import of veterinary medicinal products.

[25 April 2006]
61. The permit referred to in Paragraph 60 of these Regulations shall be issued if the requester of the permit brings to the State Agency of Medicines a submission that has been drawn up in accordance with the sample of the submission specified in Annex 1 of Cabinet Regulation No. 88 of 27 February 2001, Regulations regarding the Import, Export and Distribution of Medicinal Products and Requirements for the Opening and Operation of Medicinal Product Wholesalers, for the issuance of the permit for the distribution of parallel imported medicinal products in the Republic of Latvia, supplementing the submission with an aggregation of the documents, in which the following information shall be included:

61.1. the submission regarding the parallel import of veterinary medicinal products (regarding each name of the parallel imported medicinal products);

61.2. the name of the parallel imported veterinary medicinal products and the state of the manufacture thereof;

61.3. the registration number of the parallel imported veterinary medicinal products in the exporting country, the name of the holder (owner) of the registration certificate of the veterinary medicinal products and the manufacturer of the veterinary medicinal products;

61.4. the name of the corresponding veterinary medicinal products registered in the Republic of Latvia and the registration number in the register of the veterinary medicinal products of Latvia;

61.5. a copy of the instructions on the use of the veterinary medicinal products approved by the competent authority of exporting country in the official language of the country, in which the medicinal products are being manufactured;

61.6. translation of the instructions on the use of the veterinary medicinal products intended for parallel import in the Latvian language in accordance with the requirements of these Regulations and a declaration confirming that the translation complies with the information provided in the instructions on the use approved in the state of the manufacture of the veterinary medicinal products;

61.7. a sample of the labelling of the veterinary medicinal products intended for parallel distribution in the Latvian language and a declaration confirming that the information indicated on the labelling is identical to the approved information indicated on the labelling of the veterinary medicinal products that have already been registered in the importing state, except the following information:

61.7.1. the identity of the importer who performs parallel import;

61.7.2. another manufacturer of the medicinal products (if they differ);

61.7.3. differences in the stability period of the veterinary medicinal products;

61.7.4. differences in the composition of the complementary substances of the veterinary medicinal products (the colouring substances) (if such exist);

61.8. a model of the veterinary medicinal products in the natural size or a sample in the exporting country;

61.9. the model or sample of those veterinary medicinal products in the natural size, which are intended for import.

[25 April 2006]
62. If a drug wholesaler repeatedly packages or repeatedly labels parallel imported medicinal products, it shall submit to the State Agency of Medicines:

62.1. a model of the veterinary medicinal products in the natural size ;

62.2. a declaration confirming that the composition of the veterinary medicinal products has not been changed;

62.3. a copy of the manufacturing licence of the veterinary medicinal products; and

62.4. the documents proving that the manufacturer of the veterinary medicinal products allows to perform such activities with the parallel imported medicinal products.

[25 April 2006]
63. A wholesaler shall indicate the following information on the parallel imported veterinary medicinal products that have been repeatedly packaged and repeatedly labelled:

63.1. the original serial number, but in brackets after it – the new serial number;

63.2. the importer of the parallel imported veterinary medicinal products;

63.3. the repeated packer of the parallel imported veterinary medicinal products; and

63.4. the manufacturer of the parallel imported veterinary medicinal products.

64. It is prohibited to display the indication approved by the competent authority of the state of the manufacture for the veterinary medicinal products if they are not approved in the Republic of Latvia.

65. The State Agency of Medicines shall maintain:

65.1. a list of the wholesalers, who are allowed to perform parallel import of veterinary medicinal products; and

65.2. a list of parallel imported medicinal products.

[25 April 2006]
66. The State Agency of Medicines shall:

66.1. examine whether the information in the documents, which have been submitted for the receipt of the permit for parallel import of veterinary medicinal products, is correct. If the referred to information is false, the permit shall not be issued;

66.2. evaluate the compliance of parallel imported veterinary medicinal products with the corresponding medicinal products included in the register of veterinary medicinal products of Latvia;

66.3. issue a certificate for parallel import of veterinary medicinal products if the parallel imported medicinal products comply with the requirements of these Regulations. The certificate shall be issued for a time period, which does not exceed the period of validity of the registration certificate of the veterinary medicinal products registered in the Republic of Latvia. The certificate for parallel import of veterinary medicinal products shall be drawn up in accordance with regulatory enactments that determine the registration of veterinary medicinal products;
66.4. shall take a decision regarding the issuance of a permit for parallel import of veterinary medicinal products or regarding a refusal to issue such permit. The decision shall be taken within a time period of 30 days from the day when the State Agency of Medicines has received the submission and the aggregation of the documents referred to in Paragraph 61 of these Regulations; and

66.5. inform the submitter in writing if additional information is necessary in order to evaluate whether the veterinary medicinal products to be parallel imported and the corresponding medicinal products included in the register of the veterinary medicinal products of Latvia are manufactured, using the same formulas of manufacturing.

[25 April 2006]
67. A wholesaler, which is allowed to perform parallel import of veterinary medicinal products, shall:

67.1. maintain a data system, in which the information regarding the performed activities that are related to the import of parallel import medicinal products is indicated. the identity, state of manufacture, serial number of the veterinary medicinal products and the amount of the imported batch shall be indicated in the data system;

67.2. inform the holder (owner) of the registration certificate of the relevant medicinal products included in the register of the veterinary medicinal products of Latvia or the relevant representative office accredited in the Republic of Latvia regarding the commencement of distribution of the parallel imported veterinary medicinal products in the Republic of Latvia;

67.3. provide the information regarding the activities involving the parallel imported veterinary medicinal products within the time period of two weeks after the receipt of the request of the State Agency of Medicines; and

67.4. submit to the State Agency of Medicines additional information, if the information referred to in Paragraph 61 of these Regulations has changed, within the time period of two weeks.

[25 April 2006]
68. The State Agency of Medicines shall cancel a permit for parallel import of veterinary medicinal products and shall inform the holder (owner) of the permit of parallel import of veterinary medicinal products regarding the taken decision (justifying it) in writing if:

68.1. the information referred to in Paragraph 61 of these Regulations, which is related to the qualitative or quantitative composition or therapeutical effects of the veterinary medicinal products, has changed, but the State Agency of Medicines is not informed about such changes; and

68.2. violations in the distribution of the medicinal products have been detected.

[25 April 2006]
VIII. Control of Distribution of Veterinary Medicinal Products
69. The Food and Veterinary Service and the State Pharmaceutical Inspection according to the competence thereof shall supervise and control the compliance of distribution (including import into the Republic of Latvia and export therefrom) of veterinary medicinal products with regulatory enactments regulating the circulation of veterinary medicinal products.

[25 April 2006]
70. The State Agency of Medicines shall establish and maintain the register of manufacturers of veterinary medicinal products and veterinary wholesalers. The Food and Veterinary Service shall establish and maintain the register of veterinary pharmacies.

[25 April 2006]
71. The Food and Veterinary Service and the State Pharmaceutical Inspection according to the competence thereof shall perform all the necessary measures in order to prohibit the distribution of veterinary medicinal products in cases specified in regulatory enactments regulating the field of pharmacy and veterinary pharmacy.

[25 April 2006]
72. The Food and Veterinary Service and the State Pharmaceutical Inspection according to the competence thereof shall prohibit to supply and shall order to withdraw from circulation veterinary medicinal products and batches of veterinary medicinal products if:

72.1. the veterinary medicinal products are recognised as harmful or dangerous when using them in accordance with the information, which the holder (owner) of the registration certificate of the veterinary medicinal products has indicated in the documents for the receipt of the registration certificate of the veterinary medicinal products, or if the holder (owner) of the registration certificate of the veterinary medicinal products has not informed the State Agency of Medicines regarding amendments to the registration documents of the veterinary medicinal products;

72.2. the veterinary medicinal products do not have any therapeutical effect on the animal species, for the treatment of which such medicinal products are intended;

72.3. the qualitative and quantitative composition of the veterinary medicinal products does not comply with the composition indicated in the registration documents of the medicinal products;

72.4. the time period indicated in the registration documents of the veterinary medicinal products, in which the veterinary medicinal products shall withdraw from the organism of an animal, is not sufficiently long for the food products obtained from the treated animals not to contain the amount of residues of the veterinary medicinal products, which may hazard the health of the consumer;

72.5. the manufacturing of the veterinary medicinal products or import thereof from the states, which are not in the European Economic Area, does not comply with the requirements specified in regulatory enactments regulating the circulation of veterinary medicinal products or if the quality control in the undertaking of the manufacturer of the veterinary medicinal products or the manufacturing of the veterinary medicinal products does not comply with the documents, which the manufacturer of the veterinary medicinal products has submitted to the State Agency of Medicines for the receipt of the manufacturing license;

72.6. the labelling of the veterinary medicinal products or the instructions on the use thereof does not comply with the requirements of these Regulations;

72.7. the veterinary medicinal products are being distributed indicating such a method of administration of the veterinary medicinal products, which is prohibited in accordance with regulatory enactments;

72.8. the information provided in the documents for the receipt of the registration certificate of the veterinary medicinal products is false; and

72.9. a contrast medium has not been added to the veterinary medicinal products, if adding of such a medium is specified in the registration certificate of the veterinary medicinal products.

[7 September 2004; 25 April 2006]
73. The State Agency of Medicines shall ensure co-operation with other competent authorities, especially on the issues that are related to the requirements specified in regulatory enactments regulating the circulation of veterinary medicinal products in relation to:

73.1. the licenses referred to in Paragraph 3 of these Regulations; and

73.2. the quality and safety of homeopathic veterinary medicinal products manufactured and distributed in the Republic of Latvia and other European Union Member States.

[25 April 2006]
74. The State Agency of Medicines may request information from the competent authority of the European Union Member State that manufactures the veterinary medicinal products if the poor quality veterinary medicinal products have been detected in circulation. If decisions of the competent authority of the European Union Member State are not acceptable to the State Agency of Medicines, it shall inform the relevant competent authority regarding the objections thereof or request additional information. If necessary, the State Agency of Medicines shall also inform the European Commission if there are substantial differences in the opinions of the State Agency of Medicines and the competent authority of another European Union Member State.
[25 April 2006]
75. The State Agency of Medicines shall inform the European Agency for the Evaluation of Medicinal Products (hereinafter – the Agency) regarding the following decisions (indicating justification thereof) without delay:

75.1. issuance of a special permit (license) to the merchants referred to in Paragraph 3 of these Regulations;

75.2. refusal to issue a special permit (license) to the merchants referred to in Paragraph 3 of these Regulations;

75.3. cancellation of the special permits (licenses) referred to in Paragraph 3 of these Regulations;

75.4. prohibition of distribution (including supply) of veterinary medicinal products; and

75.5. withdrawal of veterinary medicinal products from circulation.

[7 September 2004; 25 April 2006]
76. The holder (owner) of a registration certificate of veterinary medicinal products shall notify the State Agency of Medicines and other European Union Member States, in which the veterinary medicinal products are distributed, regarding the suspension of the distribution of the veterinary medicinal products or withdrawal thereof from circulation.

[25 April 2006]
77. The State Agency of Medicines shall inform the Agency if:

77.1. the activities referred to in Paragraph 76 of these Regulations are related to the absence of efficacy of veterinary medicinal products or the protection of public health, or the quality and safety of homeopathic veterinary medicinal products manufactured and distributed in the Republic of Latvia and other European Union Member States; and

77.2. other international organisations, which operate in the field of veterinary pharmacy, are informed regarding the activities referred to in Paragraphs 74 and 75 of these Regulations.

[25 April 2006]
78. The State Agency of Medicines, upon the request of the competent authority of the exporting state or importing state of veterinary medicinal products – the state, which is not in the European Economic Area –, shall confirm that the manufacturer of the veterinary medicinal products who exports the veterinary medicinal products has a manufacturing permit.

[25 April 2006]
79. The State Agency of Medicines shall issue a summary of the description of the veterinary medicinal products, which are intended for export and which are allowed to be distributed in the territory of the Republic of Latvia, but if such a description does not exist – an equivalent document, together with the certification documents referred to in Paragraph 78 of these Regulations.

[25 April 2006]
80. The manufacturer of veterinary medicinal products who wants to receive the confirmation referred to in Paragraph 78 of these Regulations, but who does not have a permit for the distribution of the veterinary medicinal products in the territory of the Republic of Latvia, shall submit to the State Agency of Medicines an explanation why there is no such permit.

[25 April 2006]
81. If the State Agency of Medicines suspends or cancels the operation of the permit referred to in Paragraph 3 of these Regulations, it shall publish the relevant information in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia].

[25 April 2006]
IX. Closing Provisions

81.1 Special permits (licenses) for the manufacturing of veterinary medicinal products and opening (operation) of a veterinary wholesaler, which have been issued by the Food and Veterinary Service, shall be valid until the end of the validity period indicated therein. The referred to special permits (licenses) shall be re-registered in accordance with the requirements specified in these Regulations, if the licensed person changes or the location of pharmaceutical activity is being changed.

[25 April 2006]
82. These Regulations shall come into force on 1 May 2004.

Informative Reference to the European Union Directives

These Regulations contain the legal norms arising from:

1) Directive 2001/82/EC of the European Parliament and of the Council of 3 May 2001 on the Community code relating to veterinary medicinal products;

2) Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004 amending Directive 2001/82/EC of the European Parliament and of the Council of 3 May 2001 on the Community code relating to veterinary medicinal products.

[25 April 2006]
Acting for the Prime Minister,

Minister for Defence 




A. Slakteris

Minister for Agriculture 



M. Roze
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