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Republic of Latvia

Cabinet

Regulation No. 445

Adopted 12 August 2003 

Regulations regarding the Manufacture and Control of Veterinary Medicinal Products

Issued pursuant to

Section 5, Clause 3 of 

of the Pharmacy Law

I. General Provisions

1. These Regulations prescribe the procedures for the manufacture and control of veterinary medicinal products (mixtures of veterinary medicinal products intended for the manufacture of therapeutic animal feed) and homeopathic veterinary medicinal products. 

2. These Regulations do not apply to therapeutic animal feed and medicinal products the essential composition of which includes radioactive isotopes.

3. Veterinary medicinal products are allowed to be manufactured by undertakings (companies) (hereinafter – manufacturers of veterinary medicinal products), which have received a special permit (licence) for the manufacture of veterinary medicinal products. 

4. A special permit (licence) shall also be required in the following cases:

4.1. where a veterinary pharmacy prepares medicinal products in batches (medicinal products are prepared in one container with equal weight, and the prepared medicinal products are wrapped, packaged and labelled);

4.2. where a veterinary pharmacy wraps, packages or re-wraps the finished medicinal products in batches; and

4.3. where a medicinal product wholesaler re-wraps finished medicinal products.

5. A special permit (licence) shall not be required for a veterinary pharmacy in which:

5.1. veterinary medicinal products intended for an individual patient are prepared and wrapped on prescription as prescribed by a veterinarian or on a written request of a veterinarian; or

5.2. medicinal products are prepared in accordance with a pharmacopoeia monograph and distributed in retail trade, except the cases referred to in Paragraph 4 of these Regulations.

6. A manufacturer of veterinary medicinal products who has a special permit (licence) is allowed:

6.1. to manufacture, by performing a complete or partial process of manufacturing, veterinary medicinal products and pharmaceutical forms indicated in the special permit (licence);

6.2. to use the premises indicated in the special permit (licence);

6.3. to distribute the manufactured veterinary medicinal products in accordance with the requirements specified in the Pharmacy Law and other regulatory enactments; and

6.4. to pack repeatedly (re-pack) and wrap medicinal products or make other changes in packaging (for example, to change the design).

7. A manufacturer of veterinary medicinal products:

7.1. shall assign at least one person liable for the manufacture at the production unit. The responsible person shall ensure:

7.1.1. the manufacture and control of each batch of veterinary medicinal products in accordance with the requirements of regulatory enactments;

7.1.2. the inspections (tests) of veterinary medicinal products that have been imported and utilised in manufacturing in order to prove that the quality of the imported medicinal products conforms to the quality referred to in the registration documents of the medicinal products that have been submitted to the Food and Veterinary Service;

7.1.3. the qualitative and quantitative inspection of active substances contained in all the veterinary medicinal products imported from third countries;

7.1.4. that the relevant documentation is attached to the veterinary medicinal products utilised in manufacturing in order to prove that the manufacturer of veterinary medicinal products has the quality assurance system (good manufacturing practice) conforming with the regulatory enactments; and

7.1.5. that a document certifying the quality (a quality certificate regarding the conformity of the results of control with the requirements specified in the documentation of technical standards) is attached to each batch of the manufactured veterinary medicinal products. The manufacturer of veterinary medicinal products shall keep a copy of the document certifying the quality for not less than five years;

7.2. shall assign at least one person liable for the quality control; and

7.3. shall ensure the fulfilment of duties specified for the persons referred to in Sub-paragraphs 7.1 and 7.2 of these Regulations.

8. A manufacturer of veterinary medicinal products:

8.1. shall submit a written report to the Food and Veterinary Service:

8.1.1. regarding the planned changes in the composition of the veterinary medicinal products in manufacturing or which are intended to be manufactured or regarding a change in the form thereof;

8.1.2. regarding amendments to the list of responsible persons – within a period of 15 days after the termination of the employment relationship between the manufacturer of veterinary medicinal products and the responsible person; and

8.1.3. regarding amendments to the documents on the basis of which a special permit (licence) was issued;

8.2. shall immediately inform the Food and Veterinary Service if a responsible person is replaced due to unforeseen circumstances;

8.3. shall manufacture and control the veterinary medicinal products in accordance with the requirements specified in these Regulations and regulatory enactments regarding the testing of medicinal products;

8.4. shall establish and maintain an inventory database of the veterinary medicinal products:

8.4.1. the following accurate entries shall be made after each manufacturing operation:

8.4.1.1. detailed information regarding the veterinary medicinal products purchased and the forms thereof, as well as the active substances that are intended to be utilised in the manufacturing; and

8.4.1.2. detailed information regarding the veterinary medicinal products manufactured and the forms thereof; and

8.4.2. appropriate entries shall be made if hormonal or psychotropic substances, or active substances that have anabolic, anti-parasitic, anti-inflammatory and anti-microbial effect are used in the manufacturing; and

8.5. shall keep the records of the veterinary medicinal products and samples of the veterinary medicinal products for not less than five years after the last entry into the inventory database of the veterinary medicinal products.

II. Requirements regarding the Qualification of Responsible Persons

9. A responsible person shall conform to the following qualification criteria:

9.1. he or she shall possess a diploma or a certification regarding the completion of a study programme of an institution of higher education or a study programme recognised in Latvia in one of the following sectors:

9.1.1. pharmacy;

9.1.2. medicine;

9.1.3. veterinary medicine;

9.1.4. chemistry; and

9.1.5. industrial pharmaceutical technology or biology;

9.2. theoretical and practical knowledge in the following subjects (courses) has been acquired in the study programmes referred to in Sub-paragraph 9.1 of these Regulations:

9.2.1. applied physics;

9.2.2. general chemistry and inorganic chemistry, organic chemistry, analytical chemistry and pharmaceutical chemistry (including medicinal product analysis);

9.2.3. general and applied biochemistry (medical);

9.2.4. physiology;

9.2.5. microbiology;

9.2.6. pharmacology;

9.2.7. pharmaceutical technology;

9.2.8. toxicology; and

9.2.9. pharmacognosy;

9.3. the study programme has been acquired in at least four years of theoretical and practical studies. The minimum duration of studies may be three years and six months if such studies are followed by theoretical and practical studies of at least one year that include training of at least six months in a general-type pharmacy or a veterinary pharmacy, at the end of which an examination is taken in conformity with the requirements specified by the institution of higher education; and

9.4. the responsible persons shall have the relevant work experience:

9.4.1. not less than one year if the duration of studies is at least five years; or

9.4.2. not less than six months if the duration of studies is at least six years.

10. If the education of the responsible person does not conform to the criteria referred to in Sub-paragraph 9.1 of these Regulations, the applicant to the relevant position shall in addition submit documents regarding the completion of the theoretical and practical studies referred to in Sub-paragraph 9.2 of these Regulations. 

III. Quality Assurance in the Veterinary Medicinal Product Manufacturing Undertaking

11. A manufacturer of veterinary medicinal products has a duty to establish and maintain a quality assurance system in which the management of the undertaking (company) and all the persons involved in the production process shall participate.

12. The quality assurance system shall meet the following requirements:

12.1. the premises and manufacturing equipment shall be designed, constructed, adapted, positioned and maintained so as to perform the operations of the manufacturing process qualitatively;

12.2. the layout and construction of the premises and equipment, as well as the sequence of the operations of the manufacturing process shall be such as to:

12.2.1. prevent the contamination of veterinary medicinal products, cross-contamination thereof and the adverse effect of unfavourable factors on the quality of drug substances and the finished medicinal products (contamination of packaging materials, starting materials and the finished medicinal products with other materials or drug substances); and

12.2.2. ensure easy cleaning and disinfection of the equipment and premises;

12.3. persons employed in each manufacturing and control unit shall have the appropriate qualifications;

12.4. the head of the manufacturing undertaking shall determine and approve the structure of the manufacturing undertaking, administrative subordination and duties of the personnel;

12.5. the duties and liability of the personnel shall be specified in a position description;

12.6. the management of the undertaking (company) shall control whether the hygiene requirements specified in accordance with regulatory enactments in respect to the state of health of the personnel, personal hygiene and clothing are being observed; and

12.7. the personnel shall receive an initial training course and skill development (theoretical and practical training), including the acquisition of the principles of quality assurance.

13. In order to ensure the manufacturing and quality control of veterinary medicinal products (sampling, inspections, documentation and other procedures related to work organisation that ensure the adequacy of the quality of the starting materials for the medicinal products intended for sale), the manufacturer of the veterinary medicinal products shall:

13.1. perform manufacturing operations in accordance with the instructions and description of manufacturing operations (operations that are directly or indirectly related to the manufacture of medicinal products) approved by the head of the undertaking (company) in order to ensure the purity of drug substances (to prevent their mix-up and pollution by the environment);

13.2. perform an internal audit at least once a year. The operation of the quality assurance system shall be checked and any non-conformity shall be recorded during the audit. The minutes shall be kept for at least three years and presented at the request of an inspector of the Food and Veterinary Service;
13.3. verify (or validate – prove the conformity of the quality assurance system with the requirements specified by regulatory enactments or check such system in the final phase of development in order to make sure that the developed system functions in accordance with the referred to requirements):

13.3.1. any new manufacturing process or substantial modification of the manufacturing process;

13.3.2. the critical phases of the manufacturing process (phases of manufacturing process during which the risk of contamination of the medicinal products is possible) in conformity with the achievements in science and technology; and

13.3.3. the conformity of the equipment, the quality and safety of the medicinal products (specific viruses do not reach the products and the products are not infected in any other way), if veterinary medicinal products containing animal blood and plasma are being manufactured.

14. A manufacturer of veterinary medicinal products has the right to enter into a contract with natural or legal persons regarding the performance of certain tasks in the manufacturing  of veterinary medicinal products and quality control. The duties and liability of the parties shall be clearly specified in the contract. The performer of the tasks may not assign the performance of the tasks to a third person without a written consent of the manufacturer of veterinary medicinal products.

15. A manufacturer of veterinary medicinal products shall submit a copy of the entered into contract to the Food and Veterinary Service at least 15 days prior to the commencement of production control in the manufacturing undertaking.

16. The quality control of veterinary medicinal products shall include:

16.1. determination of the quality of packaging materials, starting materials and intermediate products; and

16.2. inspection of the finished medicinal products prior to distribution (the final stage of the veterinary medicinal product control); the inspection shall be considered as the basis for the evaluation of the quality of the finished medicinal products.

17. The quality control investigations of veterinary medicinal products shall be performed by the State Veterinary Medicine Diagnostic Centre, as well as by other accredited laboratories and institutions that are entitled to inspect medicinal products in accordance with the procedures specified by regulatory enactments.

18. A manufacturer of veterinary medicinal products shall retain:

18.1. samples of each batch of the finished veterinary medicinal products for at least one year after the expiry date thereof; and

18.2. samples of the starting materials for at least two years after the expiry date thereof.

19. A manufacturer of veterinary medicinal products shall maintain documentation, which includes:

19.1. information regarding the quality control certificates of the veterinary medicinal products;

19.2. the manufacturing formulae;

19.3. the manufacturing instructions;

19.4. descriptions of the manufacturing and control operations (which shall be regularly updated); and

19.5. records in which all the information regarding the manufacturing history, distribution of each veterinary medicinal product batch and circumstances that may affect the quality of the veterinary medicinal products shall be aggregated.

20. Descriptions of the manufacturing and control operations shall be kept together with the documents that pertain to each batch of veterinary medicinal products. If the period of validity of the relevant batch of veterinary medicinal products has expired, the documentation shall be kept for five years from the day the quality certificate of the batch was issued.

21. A manufacturer of veterinary medicinal products shall ensure the safe storage of documentation. The documentation shall be presented at the request of an inspector of the Food and Veterinary Service.

22. A manufacturer of veterinary medicinal products shall:

22.1. provide information (description) regarding a production unit, the production process and the self-control system at the production unit to the Food and Veterinary Service once every two years or at the request of the Food and Veterinary Service;

22.2. develop a complaint registration and examination system, as well as notify the Food and Veterinary Service of any determined defect of the medicinal products or forms thereof. The Food and Veterinary Service shall decide regarding the recall, withdrawal or suspension of distribution of the relevant veterinary medicinal products;

22.3. ensure the recall and withdrawal of the veterinary medicinal products; and

22.4. present the control data of the components of the veterinary medicinal products or finished medicinal products to an inspector of the Food and Veterinary Service.

IV. Notification regarding the Status of Veterinary Medicinal Product Registration

23. At the request of the manufacturer of veterinary medicinal products or a competent authority of the exporting (importing) state, the Food and Veterinary Service shall issue a copy or a notice regarding the status of the veterinary medicinal product registration (hereinafter – certification) if the relevant medicinal product is registered with the Food and Veterinary Service.

24. The Food and Veterinary Service shall draw up a certification in Latvian and English and submit it within a period of 30 days after the receipt of the relevant application.

25. The Food and Veterinary Service shall attach a summary description of the veterinary medicinal product to a certification of the veterinary medicinal product to be exported.

V. Control

26. The Food and Veterinary Service shall:

26.1. control the implementation of these Regulations;

26.2. keep a register of those manufacturers and distributors of veterinary medicinal products that are allowed to handle:

26.2.1. veterinary medicinal products containing hormonal or psychotropic substances; or

26.2.2. active substances that have anabolic, anti-parasitic, anti-inflammatory and anti-microbial effect.

27. An Inspector of the Food and Veterinary Service shall:

27.1. inspect the licensed manufacturers of veterinary medicinal products and the control laboratories thereof; the inspector may request that the control investigations are performed for the medicinal products and forms thereof, take samples and perform detailed examination of documents and manufacturing methods;

27.2. inspect all the manufacturers of veterinary medicinal products who have submitted an application for the receipt or re-registration of a special permit (licence); and

27.3. inspect each production unit of veterinary medicinal products in order to check how the quality is ensured in a manufacturing undertaking and whether the veterinary medicinal products are produced in accordance with the manufacturing methods described and submitted to the Food and Veterinary Service.

28. An inspector shall draw up a deed after an inspection and notify the manufacturer of veterinary medicinal products regarding the content of such deed.

29. The Food and Veterinary Service shall take a decision regarding the suspension of manufacturing of veterinary medicinal products (one batch of veterinary medicinal products), withdrawal of veterinary medicinal products or cancellation of a special permit (licence) in the following cases:

29.1. the information referred to in the documents that have been submitted in order to receive the special permit (licence) is false;

29.2. the manufacturer of veterinary medicinal products has not performed control investigations of the finished veterinary medicinal products or components thereof in accordance with these Regulations;

29.3. the veterinary medicinal products have been recognised as dangerous for use due to the following reasons:

29.3.1. the quantitative and qualitative indicators have been modified and do not correspond to the indicators indicated in the registration documents of the veterinary medicinal products;

29.3.2. the time period during which the medicinal product excretes from an organism, exceeds the permissible amount specified by regulatory enactments regarding the mandatory harmlessness requirements and the maximum permissible amount of drug residues in food products of animal origin; or

29.3.3. residue substances in an amount dangerous to human health have been determined in products of animal origin;

29.4. control of the finished veterinary medicinal products or control of veterinary medicinal products in the intermediate stage of manufacturing has not been carried out (if such control has been provided for in the registration documentation of the medicinal products), or some other requirements specified by regulatory enactments in the field of pharmaceutics have not been fulfilled;

29.5. veterinary medicinal products indicated in the special permit (licence) have no therapeutic effect in respect to the animal species for which such medicinal products are intended;

29.6. the manufacturer of veterinary medicinal products manufactures veterinary medicinal products or forms of medicinal products that are not indicated in the special permit (licence) and registration documents;

29.7. a person who has received a special permit (licence) uses premises, accessories and equipment of veterinary medicinal product manufacturing that have not been referred to in an application for a special permit (licence) and which have not been inspected by the Food and Veterinary Service;

29.8. a responsible person is not present in the production unit during the manufacturing process;

29.9. it has been determined during an inspection that the manufacturer of veterinary medicinal products has not provided information regarding amendments to the documents on the basis of which the special permit (licence) was issued; or

29.10. the veterinary medicinal products are prohibited in accordance with regulatory enactments.

30. The Food and Veterinary Service shall take a decision regarding the suspension of manufacturing of veterinary medicinal products in the following cases:

30.1. a decision regarding the issuance of a special permit (licence) to the manufacturer of veterinary medicinal products has not been taken or the period of validity of the special permit (licence) has not been extended; or

30.2. active substances or medicinal products that do not conform to the requirements specified by regulatory enactments regarding limited utilisation of medicinal products in animal feed have been used in manufacturing.

31. On the basis of a deed drawn up by the Food and Veterinary Service, the Food and Veterinary Service shall take a decision regarding the suspension of manufacturing or distribution or the withdrawal of veterinary medicinal products and shall communicate the decision and the substantiation thereof to the manufacturer of the veterinary medicinal products, as well as inform the manufacturer of the veterinary medicinal products regarding the rights thereof within a period of 10 days. 

32. Submissions and complaints regarding a deed drawn up by the inspector shall be examined by the Food and Veterinary Service. A decision of the Food and Veterinary Service may be appealed in accordance with the procedures specified by regulatory enactments.

VI. Closing Provisions

33. Sub-paragraphs 9.2, 9.3 and 9.4, Paragraph 10, Sub-paragraphs 12.1, 12.2 and 13.3 of these Regulations shall come into force on 1 May 2004.

Informative Reference to European Union Directives
These Regulations contain legal norms arising from Directive 2001/82/EC.

Prime Minister 







E. Repše

Minister for Agriculture 






M. Roze
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