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Procedures for Registration of Veterinary Medicinal Products

Issued pursuant to

Section 5, Paragraph three of

 the Pharmaceutical Law

I. General Provisions

1. These Regulations prescribe the procedures by which the Food and Veterinary Service performs the registration of veterinary medicinal products.

2. It is permitted to distribute only those veterinary medicinal products for which the Food and Veterinary Service has issued a veterinary medicinal product registration certificate (Annex).

[14 December 2004]
3. The registration certificate specified in Paragraph 2 of these Regulations shall not be required for veterinary medicinal products registered with the European Agency for the Evaluation of Medicinal Products (hereinafter – the Agency) by performing the centralised procedure of registration (medicinal products registered in accordance with the Council Regulation (EEC) 2309/93 of 22 July 1993 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and for establishing the European Agency for the Evaluation of Medicinal Products) and the veterinary medicinal products imported in accordance with Section 12, Paragraph seven of the Pharmaceutical Law.

4. It is prohibited to distribute and use unregistered medicinal products for animals except for physical and chemical, biological or microbiological, toxicological and pharmacological tests. These tests may be used only if the Food and Veterinary Service has permitted and announced the distribution and usage thereof.

5. Veterinary medicinal products (hereinafter – medicinal products) intended for animals from which food products are derived shall be registered only if the active substances included in the composition are listed in the regulatory enactments specifying the maximum residue limits of the medicinal product in food products of animal origin.

6. The Food and Veterinary Service shall permit the distribution or use of medicinal products for animals registered by another country in accordance with these Regulations if it is required for health protection.

7. If an epidemic breaks out and the Register of Veterinary Medicinal Products does not list the required medicinal products, the Food and Veterinary Service may issue an extraordinary permit for the distribution and usage of unregistered immunological medicinal products in accordance with the Pharmaceutical Law.

8. The Food and Veterinary Service shall inform the European Commission (hereinafter – the Commission) if performing the activities specified in Paragraph 7 of these Regulations.

II. Procedures for Submitting an Application to Receive a Veterinary Medicinal Product Registration Certificate 
9. In order to receive a veterinary medicinal product registration certificate, the person who wishes to register veterinary medicinal products (hereinafter – the applicant) shall submit an application to the Food and Veterinary Service.

10.  A veterinary medicinal product registration certificate may be issued only to an applicant who is recognised in one of the European Union Member States.

11. An applicant shall append to the application referred to in Paragraph 9 of these Regulations documents containing the following information:

11.1. the name of the person responsible for the distribution of medicinal products or the firm name of the merchant, and actual or legal address of the person responsible for distribution of medicinal products. If the addresses differ, information regarding the manufacturer or manufacturers of veterinary medicinal products involved in the manufacturing of medicinal products, as well as information regarding the arrangement of premises and the actual address thereof shall be indicated;

11.2. name of the medicinal product, which may be:

11.2.1. trademark;

11.2.2. name of non-proprietary medicinal product together with or without a trademark;

11.2.3. firm name of the manufacturer; and

11.2.4. scientific name or formula together with or without a trademark or firm name of the manufacturer;

11.3. qualitative and quantitative composition of active substances and ingredients included in the composition of all veterinary medicinal products. Generally accepted terminology without empirical, chemical formulae shall be used, as well as the international non-proprietary name suggested by the World Health Organisation, if such name exists, shall be indicated;

11.4. description of the manufacturing method of the veterinary medicinal products;

11.5. therapeutic indications, contra-indications and side effects of the medicinal products;

11.6. pharmaceutical form, method of usage, form of administration, period of validity of the medicinal product and dosages for animal species for which the medicinal product is designed;

11.7. indications regarding precautions to be observed when storing or using the medicinal product for animals. Any possible risk the medicinal product or the excrements of the treated animal may cause to the environment and the health of human beings, animals or plants shall be indicated;

11.8. the excretion  period of the medicinal product from the organism of an animal. If necessary, the applicant shall indicate the permissible amount of the medicinal product residues in food products and shall provide proof that the indicated amounts of residues do not endanger the health of the consumers. Results of the research shall be submitted together with the routine test methods so that the Food and Veterinary Service may use them to determine the medicinal product residues; and
11.9. description of control tests used by the manufacturer (qualitative and quantitative testing of the medicinal product ingredients and finished medicinal products; specific tests – for example, sterility test, tests for presence of pyrogen substances and heavy metals, biological and toxicological tests and tests performed on intermediate products).

12. The following documents shall be appended to the application specified in Paragraph 9 of these Regulations:

12.1. documents relating to the results of physico-chemical, biological or microbiological, toxicological and pharmacological tests and results of clinical trials;

12.2. one or several medicinal product samples or samples of advertising together with instructions regarding the use of the veterinary medicinal product;

12.3. documents certifying that the manufacturer of the veterinary medicinal products is allowed to manufacture medicinal products in his or her own state;

12.4. copies of the veterinary medicinal product registration certificates certifying the registration of such products in other European Union Member States or in a country, which is not a Member State of the European Union (hereinafter – third country), together with:

12.4.1. a list of countries in which the application for receiving the registration certificates is in the process of examination. To the list of countries copies of those documents shall be appended in which a summary regarding the properties of the veterinary medicinal product and instructions regarding the use thereof submitted to each of the countries referred to in the list is indicated; and

12.4.2. regarding any negative decision in relation to the issuance of a veterinary medicinal product registration certificate in the European Union or in any third country together with a justification of the decision. This information shall be supplemented as soon as additional information regarding such decision becomes available; and

12.5. that the medicinal products contain new active substances not indicated in the regulatory enactments regulating the maximum permissible amount of medicinal product residues in food products of animal origin, and information that a copy of such document has been submitted to the Commission.

13. The applicant shall not submit the test results referred to in Sub-paragraph 12.1 of these Regulations if he or she can prove that:

13.1. the veterinary medicinal products indicated in the application are almost identical to a medicinal product already registered. The applicant shall append a document indicating that the holder of the registration certificate of an already registered medicinal product has given permission to utilise the documents relating to the results of toxicological and pharmacological tests and results of clinical trials included in the file (documentation) of the medicinal product registration for the examination of the application;

13.2. usage of a component or components of the veterinary medicinal product is widely distributed in veterinary medicinal practice and it has been proved that they are effective and sufficiently safe. Detailed references to the scientific literature shall be indicated;

13.3. the veterinary medicinal products indicated in the application are almost identical to the veterinary medicinal products registered in the European Union for not less than six years and they are being distributed in the Member State in which they are registered. In issuing a decision the Food and Veterinary Service may extend this period up to 10 years if it regards this as necessary for the protection of public health, as well as it may not apply the six-year period if the validity period of the medicinal product patent protecting the original medicinal product has expired; and

13.4. the veterinary medicinal product is new, but contains widely known components the combinations of which have not been used in therapy. The applicant shall submit the results of toxicological and pharmacological tests and the results of clinical trials, but documentation regarding each component of the veterinary medicinal product shall not be required.

14. A summary of the qualities of the veterinary medicinal product shall include the following information:

14.1. name of the veterinary medicinal product;

14.2. qualitative and quantitative composition of active substances and constituents (international non-proprietary names recommended by the World Health Organisation shall be indicated, where such names exist, or, if such names do not exist, generally known non-proprietary names or chemical names);

14.3. pharmaceutical form;

14.4. pharmacological properties and, if required for proving of therapeutical effect, pharmacokinetic data;

14.5. clinical data:

14.5.1. target species (animal species for which the medicinal product has been designed);

14.5.2. indications for use for target species;

14.5.3. contraindications;

14.5.4. side effects (frequency and level of seriousness);

14.5.5. special precautions to be observed when using the medicinal product for animals;

14.5.6. use of the veterinary medicinal product during pregnancy and lactation of animals;

14.5.7. interaction of the veterinary medicinal product with other medicinal products, and other forms of interaction;

14.5.8. posology, method of administration and, if required, procedures and symptoms in case of overdose (emergency procedures, antidotes);

14.5.9. special precautions to be observed when using the medicinal product, target species and excretion period of the medicinal product; and

14.5.10. special precautions to be observed by the person using the medicinal product for animals;

14.6. pharmaceutical data:

14.6.1. major incompatibilities of the medicinal product;

14.6.2. validity period of the medicinal product; if necessary, indications regarding the validity period of the medicinal product after dilution or the first opening of the packaging;

14.6.3. special instructions for storage of the medicinal product;

14.6.4. nature and content of the packaging; and

14.6.5. special instructions for procedures regarding unused medicinal products or waste materials thereof, if any; and

14.7.  given name, surname, or name and legal address or registered location of commercial activity of the holder of the registration certificate.

15. The Food and Veterinary Service shall examine whether an expert with relevant technical and professional qualification has examined the documents the applicant has submitted in conformity with the requirements specified in Sub-paragraphs 11.8, 11.9, 12.1 and Paragraph 13 of these Regulations. After the documents have been examined the expert shall sign them and attach to the documents, which the applicant shall submit to the Food and Veterinary Service.

16. The Food and Veterinary Service shall ascertain whether the expert has examined the documents attached to the application for registration of veterinary medicinal products according to his or her competence (analysis, pharmacology or equivalent experimental sciences, and clinical trials). The expert shall describe objectively the results obtained in qualitative and quantitative terms and make an assessment of tests conducted on the medicinal products:

16.1. the expert-analyst shall determine whether the content of the medicinal product conforms with the composition indicated in the submitted documentation; if necessary, shall perform control testing referred to as manufacturer control testing of medicinal products;

16.2. the expert-pharmacologist or an equally qualified specialist shall assess the submitted documents containing the information regarding:

16.2.1. the toxicity of the medicinal product;

16.2.2. pharmacological properties of the medicinal product; and

16.2.3. the amount of the medicinal product residues in food products of animal origin if the medicinal product is administered in quantities indicated for each target species. The expert shall assess whether the quantities of the medicinal product residues detected may endanger the health of consumers; and

16.3. the specialist of clinical trials shall examine the submitted documents regarding the therapeutical effect of the medicinal product and indicate:

16.3.1. whether the therapeutical effect of the medicinal product indicated by the medicinal product manufacturer was detected on the treated animals;

16.3.2. whether the animals on which the medicinal product has been used tolerate the medicinal product;

16.3.3. advisable dosages of the medicinal product and contraindications; and

16.3.4. adverse reactions of the medicinal product if detected.

17. Reports of the experts shall form a part of the documentation, which the applicant submits for the registration of the medicinal product together with the application to the Food and Veterinary Service. A concise biography of the expert shall be added to each report.

III. Procedures for Registration of Homeopathic Veterinary Medicinal Products
18. The Food and Veterinary Service shall:

18.1. examine whether homeopathic veterinary medicinal products manufactured and distributed in the European Union are registered in accordance with these Regulations; and

18.2. take into consideration the registration and the registration certificates of veterinary medicinal products issued by other European Union Member States.

19. The Food and Veterinary Service shall apply the simplified registration procedure to homeopathic veterinary medicinal products:

19.1. which are intended for treatment of pet (indoor) animals or exotic animals (if they are not used for producing food products of animal origin);

19.2. which are administered in accordance with the method indicated in the European Pharmacopoeia or other pharmacopoeias (which are officially used in the European Union Member States);

19.3. the marking and instructions regarding the use of which, or any of the documents submitted for registration, do not contain specific therapeutical indications; and

19.4. whose degree of dilution in percentage is appropriate to ensure the safety of the medicinal product. The medicinal product may not contain more than one 10000th part of the basic (mother) tincture or more than one 100th part of the smallest dose used in case of allopathy. If the concentration of active substances is larger, the medicinal product shall be issued only upon a veterinary prescription and the simplified registration procedure shall not be applied to such medicinal product.
20. When registering homeopathic veterinary medicinal products, the Food and Veterinary Service shall classify them as prescription medicinal products or non-prescription medicinal products (products permitted to distribute without prescription).

21.  A person registering homeopathic veterinary medicinal products by using the simplified registration procedure shall submit an application to the Food and Veterinary Service. Several series of homeopathic veterinary medicinal products manufactured using the same raw material or materials may be included in the application.

22. In order to ascertain the quality of the homeopathic veterinary medicinal product and the homogeneity of the manufactured series (identity of the medicinal product series) the submitter of the application for registration of a homeopathic veterinary medicinal product shall attach the following documents to the application:

22.1. documents containing the scientific name of the raw material or materials or the name indicated in a pharmacopoeia together with a description of ways of administration of the medicinal product, pharmaceutical forms and degree of dilution;

22.2. a description of obtaining, controlling of the homeopathic raw material or materials and homeopathic nature thereof on the basis of a bibliography. If the homeopathic veterinary medicinal product contains biological substances, the measures taken in order to ensure the absence of pathogenic micro-organisms shall be described;

22.3.  the manufacturing and control of each pharmaceutical form;

22.4. a description of the method of dilution and potentiation;

22.5. special permit (licence) for manufacturing homeopathic veterinary medicinal products;

22.6. copies of registration certificates issued in other Member States to the same homeopathic veterinary medicinal product; and

22.7. documents attesting the stability of the homeopathic veterinary medicinal product.

23. One or several samples of primary and secondary packaging of the homeopathic veterinary medicinal products, or samples of advertising thereof, shall be attached to the documents specified in Paragraph 22 of these Regulations.

24. Simplified registration procedure:

24.1. shall not be applicable to the homeopathic veterinary medicinal products designed for treatment of progenitive animals (animals from which food products of animal origin are derived). The procedure for issuing registration certificate for these homeopathic medicinal products shall be the same as for other veterinary medicinal products; and

24.2. shall continue for 90 days beginning with the day when the Food and Veterinary Service receives the registration application and documents specified in this Section.

IV. Procedures for Examination of the Registration Application and Issue of the Veterinary Medicinal Product Registration Certificate
25. The Food and Veterinary Service shall issue a veterinary medicinal product registration certificate within a period of four months from the day when the application for registration of veterinary medicinal products, completed in conformity with these Regulations, has been received. If the examination of the registration application and registration documents requires more time, the director general of the Food and Veterinary Service may extend the period of examination up to 210 days.

26. The Food and Veterinary Service may discontinue detailed examination of the application if the application and the documents for registration of the veterinary medicinal product are being already examined in another European Union Member State, and wait for a report from the other European Union Member State with an assessment of the registration documents.

27. The Food and Veterinary Service shall inform the European Union Member State and the applicant if the decision specified in Paragraph 26 of these Regulations has been made and the report from the European Union Member State containing the assessment of the registration documents has been asked for.

28. If the Food and Veterinary Service finds that any of the European Union Member States has issued a registration certificate to the veterinary medicinal product for the registration of which an application has been submitted to the Food and Veterinary Service, it may require a report regarding the assessment of the registration documents from the competent authority of the relevant European Union Member State.

29. Within 90 days of the receipt of the report from the competent authority of the European Union Member State, the Food and Veterinary Service shall:

29.1. recognise the decision of the competent authority of the European Union Member State and the summary regarding the properties of the veterinary medicinal products approved thereof; or

29.2. perform complete registration procedures if the veterinary medicinal products may endanger the health of human beings or animals, or the environment.

30. The Food and Veterinary Service shall examine the application for registration of the veterinary medicinal products submitted in accordance with the requirements specified in Paragraphs 9, 10, 11, 12 and 13 of these Regulations, and:

30.1. shall examine the information included in the documents attached to the application for the registration of veterinary medicinal products and the expert reports submitted in accordance with Paragraphs 16 and 17 of these Regulations;

30.2. may send the finished veterinary medicinal products, raw materials thereof and if necessary intermediate products or other constituent materials of the medicinal product for laboratory examination in an approved laboratory and examine whether the control methods of the medicinal product indicated by the manufacturer in the submitted registration documents are satisfactory for qualitative control of the veterinary medicinal products;

30.3. may require the applicant to submit additional information if the information specified in Paragraphs 9, 10, 11, 12 and 13 is incomplete. The registration period shall be extended until the required documents are submitted to the Food and Veterinary Service or, if necessary, the applicant has provided oral or written explanations regarding the questions that emerged during the examination of the submitted registration documents; and

30.4. may require the applicant to submit to the Food and Veterinary Service the required substances in the quantities necessary to verify the analytical methods, which the applicant has indicated in the registration documents, as well as to use these substances in routine testing of residues to determine the relevant veterinary medicinal product residues.

31. If the application for registration has been submitted for veterinary medicinal products manufactured in third countries, the Food and Veterinary Service shall:

31.1. examine whether the manufacturing methods of the manufacturer of veterinary medicinal products conform with the information indicated in the submitted documents provided in accordance with the requirements specified in Sub-paragraph 11.4 of these Regulations;

31.2. examine whether the manufacturer of veterinary medicinal products may perform the medicinal product control methods indicated in documents submitted for registration of the medicinal products in accordance with the requirements specified in Sub-paragraph 11.9 of these Regulations; and

31.3. perform inspection at the manufacturing undertaking of the veterinary medicinal products if any of the manufacturing or control procedures (manufacturing undertaking of veterinary medicinal products does not perform complete process of manufacturing or control of the medicinal products) is performed by third persons.

32. The Food and Veterinary Service shall issue a veterinary medicinal product registration certificate together with an approved summary of characteristics of the veterinary medicinal product.

33. The Food and Veterinary Service shall supervise that the holder (owner) of a veterinary medicinal product registration certificate does not arbitrarily change the information included in the approved summary of characteristics of the veterinary medicinal products after the receipt of the veterinary medicinal product registration certificate.

34. The Food and Veterinary Service shall send a copy of the veterinary medicinal product registration certificate together with the approved summary of characteristics of the veterinary medicinal products to the Agency.

35. The Food and Veterinary Service shall draw up an assessment report of the veterinary medicinal product, which includes comments regarding the documents submitted for registration (including results of analytical, pharmacological and toxicological tests and clinical trials of the veterinary medicinal product). The assessment report of the veterinary medicinal product shall be supplemented with new information regarding the quality, safety and effect of the veterinary medicinal product if such information becomes available.

36. The Food and Veterinary Service may require the holder (owner) of the registration certificate of veterinary medicinal products to indicate on the primary or secondary packaging and in the instructions regarding the use of the veterinary medicinal product (hereinafter – instructions regarding the use) information regarding precautions to be observed when administering the medicinal products to an animal, or the information necessary for protection or safety of health of others, which has become known after the results of pharmacological tests or clinical trials or utilisation of the product in veterinary medicinal practice.

37. A veterinary medicinal product registration certificate may indicate information that a tracer substance has to be included in the composition of the veterinary medicinal product.

38. In exceptional cases, due to objective and verifiable reasons, the Food and Veterinary Service after consulting with the submitter of the application for registration of veterinary medicinal products shall issue a registration certificate, if the submitter of the application for registration of veterinary medicinal products agrees to undertake the following duties:

38.1. to submit an annual review regarding continuing studies of the veterinary medicinal product following the receipt of the veterinary medicinal product registration certificate; and

38.2. to report adverse reactions caused by the veterinary medicinal product.

39. After the receipt of a veterinary medicinal product registration certificate the holder (owner) thereof shall improve the control methods of the veterinary medicinal products, taking into consideration scientific and technical progress, so that the veterinary medicinal products are manufactured and tested according to generally accepted scientific methods. The Food and Veterinary Service shall be informed regarding these changes, which it shall evaluate and approve.

40. If the Food and Veterinary Service so requests, the holder (owner) of the veterinary medicinal product registration certificate shall review the analytical methods indicated in the registration documents and, taking into account the scientific and technical progress, shall make possible improvements.

41. A holder (owner) of a veterinary medicinal product registration certificate shall inform the Food and Veterinary Service if:

41.1. new information becomes available due to which amendments to the registration documents or the approved summary of characteristics of the veterinary medicinal product may be necessary;

41.2. a competent authority of any country has prohibited these medicinal products or imposed restrictions; and

41.3. serious unexpected adverse affects to the animals or human beings using the registered veterinary medicinal products have been found.

42. A holder (owner) of a veterinary medicinal product registration certificate shall maintain records of adverse effects caused by and possible adverse effects (observed on animals or human beings) of the registered veterinary medicinal product. The records shall be kept for at least five years after entering the last record and shall be made available to the Food and Veterinary Service following the procedures specified in the regulatory enactments regarding the monitoring of adverse affects caused by veterinary medicinal products.

43. A holder (owner) of a veterinary medicinal product registration certificate shall immediately inform the Food and Veterinary Service if amendments to the registration documentation of veterinary medicinal products or the registration certificate of veterinary medicinal products are necessary.

44. A veterinary medicinal product registration certificate shall be valid for five years.

45. A veterinary medicinal product registration certificate shall be re-registered after five years if:

45.1. a holder (owner) of the veterinary medicinal product registration certificate has submitted the application at least three months prior to the expiration date of the veterinary medicinal product registration certificate; or

45.2. the Food and Veterinary Service has examined the registration documentation of the veterinary medicinal product, updating the previously submitted information.

46. The granting of a veterinary medicinal product registration certificate shall not diminish the legal liability of the manufacturer and holder (owner) of the veterinary medicinal product registration certificate.

47. A veterinary medicinal product registration certificate shall not be issued if it is established during the examination of the documents submitted for the registration of veterinary medicinal products that:

47.1. the veterinary medical product is harmful if used as indicated in the registration documents;

47.2. the veterinary medicinal product does not have the therapeutical effect indicated in the registration documentation, or the applicant has not submitted sufficient evidence regarding this effect on the animal target species indicated in the registration documents;

47.3. the quality and quantity of the composition of the veterinary medicinal product differs from that stated in the registration documentation;

47.4. the excretion period of the veterinary medicinal product recommended by the submitter of the application for registration:

47.4.1. is not sufficiently long to ensure that the food products of animal origin derived from the treated animals do not contain the medicinal product residues in amounts dangerous to the health of the consumer; or

47.4.2. is not justified sufficiently;

47.5. the method of usage of the veterinary medicinal product is prohibited within the territory of the European Union;

47.6. the veterinary medicinal product may endanger the health of the society, consumers or animals; or

47.7. the documents submitted for registration do not comply with the requirements specified in these Regulations.

V. Procedures for Registration of Veterinary Medicinal Products by Using the Procedure of Mutual Recognition
48. The Agency shall:

48.1. examine all issues relating to the granting, amending (variation), suspension or annulment of veterinary medicinal product registration certificates; and

48.2. examine all issues relating to the testing of veterinary medicinal products.

49. Prior to the submission of an application for the registration of veterinary medicinal products by using the procedure of mutual recognition, the owner (holder) of the veterinary medicinal product registration certificate shall inform the European Union Member State which issued the veterinary medicinal product registration certificate (hereinafter – the reference Member State).

50. A submitter of an application for mutual recognition of the veterinary medicinal product shall inform the Food and Veterinary Service regarding all supplements to the registration documentation. The Food and Veterinary Service may request the submitter of the application to submit the required information and documents in order to examine the identity of the submitted documentation with the registration documentation submitted to the reference Member State.

51. A holder (owner) of a veterinary medicinal product registration certificate shall request the reference Member State to prepare an assessment report regarding the veterinary medicinal product within 90 days and, if necessary, to update the information therein.

52. If the Food and Veterinary Service has received the assessment report regarding the veterinary medicinal product prepared by the reference Member State, the holder (owner) of the veterinary medicinal product registration certificate may submit an application for registration of the veterinary medicinal product using the procedure of mutual recognition.

53. The submitter of the application referred to in Paragraph 52 of these Regulations shall:

53.1. attach the information and documents referred to in Paragraphs 9, 10, 11, 12, 13, 14, 32, 33, 34 and 35 of these Regulations to the application ;

53.2. certify that the documentation is identical to the documentation submitted to the reference Member State;

53.3. indicate the possible additions or amendments required to the documentation submitted to the reference Member State;

53.4. certify that the summary of characteristics of the veterinary medicinal product is identical to that approved by the reference Member State;

53.5. certify that the documents submitted to the Food and Veterinary Service are identical to those submitted for registration in the reference Member State; and

53.6. transmit the application for registration of the veterinary medicinal product to the Agency using the procedure of mutual recognition and:

53.6.1. indicate the European Union Member States to which it has been submitted;

53.6.2. indicate the date of submission of the application;

53.6.3. transmit a copy of the veterinary medicinal product registration certificate issued by the reference Member State;

53.6.4. transmit copies of the veterinary medicinal product registration certificates issued by the those European Union Member States in which the veterinary medicinal products are registered; and

53.6.5. indicate the European Union Member State in which the registration documents and the application are currently under consideration.

54. The Food and Veterinary Service shall:

54.1. recognise the veterinary medicinal product registration certificate issued by the reference Member State within 90 days after the receipt of the application referred to in Paragraph 52 of these Regulations and the assessment report of veterinary medicinal product prepared by the reference Member State; and

54.2. inform the reference Member State, the holder (owner) of the veterinary medicinal product registration certificate and other European Union Member States, in which the application referred to in Paragraph 52 of these Regulations has been submitted, regarding the decision made.

55. If the Food and Veterinary Service considers that issuing a veterinary medicinal product registration certificate may endanger the health of human beings or animals, or the environment, it shall immediately inform the submitter of the application referred to in Paragraph 52 of these Regulations, the reference Member State and other European Union Member States, in which the application referred to in Paragraph 52 of these Regulations has been submitted. The Food and Veterinary Service shall provide a detailed justification of its reasons and advise actions to be taken in order to correct the possible deficiencies in the application referred to in Paragraph 52 of these Regulations.

56. The Food and Veterinary Service shall:

56.1. agree with the involved European Union Member State regarding the action required pertaining to the application referred to in Paragraph 52 of these Regulations;

56.2. provide the submitter of the application with an opportunity to express his or her opinion in oral and written form; and

56.3. inform the Agency for referral of the issue to the Agency, if within 90 days of the day the application referred to in Paragraph 52 was received, an agreement with the submitter of the application and other European Union Member States (in which the application referred to in Paragraph 52 of these Regulations has been submitted) cannot be reached. The Food and Veterinary Service shall submit to the Agency a detailed description of the facts and reasons for disagreement and shall send a copy to the submitter of the application.

57. If the disagreement referred to in Paragraph 55 of these Regulations has occurred and the submitter of the application has received a copy of the document referred to in Sub-paragraph 56.3 of these Regulations, he or she shall send a detailed description of his or her point of view and a copy of the document referred to in Sub-paragraph 56.3 of these Regulations.

58. If the Food and Veterinary Service has received the application for the registration of a veterinary medicinal product using the procedure of mutual recognition and other European Union Member States have taken a different decision as to the registration of this product, the suspension or annulment of the registration certificate, the Food and Veterinary Service or the holder of the registration certificate shall address the Agency, identify the problem and submit all the information at its disposal. 

59. Depending on the decision of the Agency and the Commission after the examination of the disagreement, the Food and Veterinary Service may send within 28 days a written statement regarding the draft decision of the Commission. If, after the statement of the Commission, the written statement of the Food and Veterinary Service raises new important questions of a scientific and technological nature, which have not been considered, the discussion and examination of the document shall continue.

60. The Food and Veterinary Service shall recognise the registration of a veterinary medicinal product referred to in Paragraph 58 of these Regulations, if, after repeated examination of the information in the Commission, it is recognised as conforming to the requirements of European Union regulatory enactments.

61. A holder (owner) of a veterinary medicinal product registration certificate, who has performed the registration of the veterinary medicinal product using the procedure of mutual recognition, shall submit any amendments (changes) to the veterinary medicinal product registration certificate, granted in conformity with the requirements of this Section, to the Member States, which have approved the registration of the relevant veterinary medicinal product.

62. If due to considerations of the health of human beings and animals and environmental protection, the Food and Veterinary Service considers that:

62.1. amendments are necessary to the veterinary medicinal product registration certificate issued in accordance with the requirements specified in this Section, or it is necessary to suspend or annul the certificate referred to, it shall immediately inform the Agency, identify the problem and submit all the information at its disposal; and

62.2. urgent action in order to protect the health of human beings or animals, or the environment is necessary, it may suspend in the territory of Latvia the operation of the veterinary medicinal product registration certificate issued in accordance with the requirements specified in this Section. Not later than the following working day the Food and Veterinary Service shall inform the Commission and other European Union Member States, in which the veterinary medicinal product has been registered, in accordance with the requirements specified in this Section. Such action shall be allowed in exceptional cases only.
VI. Closing Provision

63. These Regulations shall come into force on 1 May 2004.

Informative Reference to European Union Directives

These Regulations include legal norms arising from Directive 2001/82/EC of the European Council of 6 November 2001 on veterinary medicinal products.
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Annex
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	Republic of Latvia

Food and Veterinary Service
	
	Republic of Latvia
Food and Veterinary Service

	
	
	

	
	
	

	(address, registration number, phone, fax number)
	
	(address, registration number, phone, fax number)


 Veterinary Medicinal Product Registration Certificate
Rīga

	1.
	Registration Number
	

	
	
	

	2.
	Name of the medicinal product, dosage, form, strength
	

	
	
	

	3.
	Usage allowed for the following species
	

	
	
	

	4.
	The registration certificate holder (owner)
	

	
	
	

	5.
	Manufacturer
	

	
	
	(name, address)

	6.
	Registration date
	

	
	
	(day/month/year)

	7.
	The certificate is valid until
	

	
	
	

	8.
	Responsible official of the Food and Veterinary Service
	

	
	
	(position, name, surname)

	
	Seal

Date
	
	

	
	
	
	


[14 December 2003]
Translation © 2007 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)
[image: image2.png]THC




Translation © 2007 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)

2
[image: image1.png]THC





[image: image1.png][image: image2.png]