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[8 December 2009]
I. General Provisions

1. This Regulation prescribes:

1.1. the procedures by which a person who has the rights to manufacture veterinary medicinal products and a veterinary medicinal product wholesaler shall distribute veterinary medicinal products;

1.2. the procedures by which veterinary medicinal products shall be distributed by a merchant who has the rights to engage in retail trade of veterinary medicinal products;

1.3. the procedures by which the labelling and package leaflets for veterinary medicinal products shall be drawn up; and

1.4. the procedures for importing and exporting veterinary medicinal products.

[8 December 2009]
2. This Regulation shall not apply to:

2.1. medicated feedingstuffs;

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

2.3. medicinal products prepared in a pharmacy for a specific animal or animal group, taking into account the information indicated in the veterinary prescription (formula magistralis);

2.4. medicinal products prepared in a pharmacy in accordance with the instructions of a pharmacopoeia (formula officinalis);

2.5. veterinary medicinal products, which contain radioactive isotopes;

2.6. additives of feedingstuffs which, in accordance with Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22 September 2003 on additives for use in animal nutrition have been published on the home page of the European Commission in the Register of Feed Additives authorised, if these additives are added to feedingstuffs or supplementary feedingstuffs;

2.7. biocides intended for veterinary hygiene;

2.8. veterinary medicinal products intended for research and trials during the development of veterinary medicinal products;

2.9. products for animal care.

3. Veterinary medicinal products shall be distributed:

3.1. by a merchant who has received a special authorisation (licence) for the manufacture of veterinary medicinal products or a special authorisation (licence) for the manufacture of medicinal products, if the field of activity – manufacture of veterinary medicinal products – is indicated in the licence (hereinafter – manufacturer of veterinary medicinal products);

3.2. by a merchant who has received a special authorisation (licence) for the manufacture of veterinary medicinal products, if the field of activity – importation of veterinary medicinal products – is indicated in the licence, or a special authorisation (licence) for the manufacture of medicinal products, if the field of activity – importation of veterinary medicinal products – is indicated in the licence. The importer shall import veterinary medicinal products to the customs territory of the European Union from a third country (a country which is not a European Union Member State or a European Free Trade Association State, which has signed the Agreement on the European Economic Area) (hereinafter – import);
3.3. by a merchant who has received a special authorisation (licence) for the opening (operation) of a veterinary wholesaler or a special authorisation (licence) for the opening of a medicinal product wholesaler with the condition of special activity – the distribution of veterinary medicinal products (hereinafter – wholesaler);

3.4. by a merchant who has received an authorisation (licence) for the opening (operation) of a veterinary pharmacy (hereinafter – veterinary pharmacy) or for the opening of a pharmacy with the condition of special activity indicated in the Annex – the distribution of veterinary medicinal products (hereinafter – pharmacy);

3.5. by a veterinary medical care merchant and a person who is engaged in veterinary medical practice (a practising veterinarian or practising veterinary paramedic (hereinafter – practising veterinarian)), for provision of practice.

[28 December 2010]
II. Distribution of Veterinary Medicinal Products in Wholesale Trade
4. Wholesale trade of veterinary medicinal products shall include any activity related to the purchase, sale, import or export (exporting of veterinary medicinal products from the customs territory of the European Union to third countries) of veterinary medicinal products or other transactions therewith, except the following activities:

4.1. the supply by a manufacturer of veterinary medicinal products himself;

4.2. retail supplies of veterinary medicinal products by persons entitled to carry out such supplies.

5. A manufacturer and importer of veterinary medicinal products shall:

5.1. appoint a responsible official to perform detailed accounting of the quantity of the distributed veterinary medicinal products and samples thereof. At least the following information shall be indicated in the accounting:

5.1.1. the date of supply of veterinary medicinal products;

5.1.2. the name of veterinary medicinal products;

5.1.3. the amount of veterinary medicinal products supplied;
5.1.4. the name and address of the consignee of veterinary medicinal products;

5.1.5. the batch number assigned by the manufacturer of veterinary medicinal products and the expiry date thereof;

5.2. keep the information referred to in Sub-paragraph 5.1 of this Regulation for not less than three years. Information regarding the manufacture and distribution of narcotic substances shall be kept for 10 years;

5.3. not less than once a year perform an inventory of medicinal products held in stock, comparing the amount of the incoming and outgoing veterinary medicinal products with the actual amount of medicinal products in the warehouse.

[8 December 2009]
6. An importer of veterinary medicinal products shall fulfil the following requirements:

6.1. import veterinary medicinal products, the manufacturer of which has been issued an authorisation in the relevant third country for the manufacture of veterinary medicinal products and in the manufacture of which such guidelines for good manufacturing practice are observed, which are equivalent to or higher than the guidelines specified in the European Union;

6.2. it has an appropriately qualified personnel at the disposal thereof and permanently and continuously has at the disposal thereof at least one qualified person whose qualification and professional experience conforms to the criteria for the qualification and professional experience of a responsible official, which are laid down in the laws and regulations regarding the manufacture and control of veterinary medicinal products, the procedures for issuing a certificate for good manufacturing practice to a manufacturer of veterinary medicinal products and regarding the requirements for the qualification and professional experience of an official responsible for the manufacture of veterinary medicinal products;

6.3. for ensuring the quality of imported veterinary medicinal products meets the requirements laid down in the laws and regulations regarding the manufacture and control of veterinary medicinal products, the procedures for issuing a certificate for good manufacturing practice to a manufacturer of veterinary medicinal products and regarding the requirements for the qualification and professional experience of an official responsible for the manufacture of veterinary medicinal products;

6.4. during the quality control of imported veterinary medicinal products, observes the principles and guidelines of good manufacturing practice laid down in the laws and regulations regarding the manufacture and control of veterinary medicinal products, the procedures for issuing a certificate for good manufacturing practice to undertakings manufacturing veterinary medicinal products and regarding the requirements for the qualification and professional experience of an official responsible for the manufacture of veterinary medicinal products;
6.5. promotes the fulfilment of the duties of the qualified person referred to in Sub-paragraph 6.2 of this Regulation, handing over the necessary equipment at the disposal thereof and ensuring that the qualified person performs the following activities:

6.5.1. for each batch of veterinary medicinal products being imported from a third country, even if these medicinal products have been manufactured in, exported from and reimported to a European Union Member State or a European Economic Area State (hereinafter – Member State), a full qualitative analysis, quantitative analysis of all active substances, as well as tests and inspections are performed, necessary in order to ensure the quality of veterinary medicinal products in accordance with the conditions of the dossier of veterinary medicinal products. The inspections referred to shall not be performed on batches of veterinary medicinal products on which these inspections have been performed in another Member State and which have been supplied from another Member State together with a control report signed by an appropriately qualified person. Quality control of immunological veterinary medicinal products imported from third countries shall be performed at an official laboratory for the quality control of medicinal products of any Member State;

6.5.2. performs certification of batch releases. Accurate entries shall be made in the registration journal or other document intended for this purpose, and certified with a signature, that each batch of medicinal products conforms to the conditions referred to in Sub-paragraphs 6.4 and 6.5.1 of this Regulation. When performing subsequent import operations of veterinary medicinal products, the registration journal or the relevant document shall be supplemented and kept at the undertaking for not less than five years from the day of the last entry, ensuring access to the journal by officials of the Food and Veterinary Service.

[28 December 2010]
7. A qualified person need not perform the control of each batch of veterinary medicinal products referred to in Sub-paragraph 6.5.1 of this Regulation, which are imported from countries which have entered into a contract for mutual recognition of conformity assessment of good manufacturing practice with Member States. In such case, each batch of imported veterinary medicinal products shall have a batch certificate of veterinary medicinal products appended by the manufacturer, which conforms to the sample specified and published in the European Commission’s Compilation of Community Procedures on Inspections and Exchange of Information.

8. An importer of veterinary medicinal products shall import or a wholesaler shall bring in the substances and medicinal products included in List II or III of controlled narcotic and psychotropic medicinal products and precursors to be controlled in Latvia (hereinafter – narcotic and psychotropic medicinal products), if:

8.1. the particular medicinal products are included in the special authorisation (licence) for the manufacture of medicinal products or the special authorisation (licence) for the manufacture of veterinary narcotic and psychotropic medicinal products, in which it is indicated that importing activities involving veterinary narcotic and psychotropic medicinal products are permitted, or the wholesaler has received a special authorisation (licence) to operate a veterinary product wholesaler with narcotic and psychotropic medicinal products, or a special authorisation (licence) to open (operate) a wholesaler, in which it is indicated that activities involving veterinary narcotic and psychotropic medicinal products are permitted;

8.2. the State Agency of Medicines, when issuing the special authorisations (licences) referred to in Sub-paragraph 8.1 of this Regulation, in accordance with the laws and regulations regarding the procedures for issuing, suspending, re-registering and revoking special authorisations (licences) for pharmaceutical and veterinary pharmaceutical activities, has included the particular medicinal products in the database and, in accordance with the procedures laid down in the Law On Procedures for the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, has issued the authorisation of the State Agency of Medicines for the particular medicinal product for each time.
[28 December 2010]
8.1 A person who has, in another Member State, received a special authorisation (licence) for the manufacture (import) of veterinary medicinal products in wholesale trade and wishes to distribute veterinary medicinal products in Latvia, shall provide the following information to the Food and Veterinary Service prior to commencing the distribution of veterinary medicinal products:
8.1 1. the owner (firm name and address) of the special authorisation (licence), legal status, the date of granting and number of the special authorisation (licence), the competent authority of the Member State, which granted the special authorisation (licence);
8.1 2. the firm name of the branch or representation of the merchant, legal address and address of the place of operation, registration number in the Commercial Register, telephone number, e-mail address and other means of communication;
8.1 3. the given name, surname, qualification, telephone number, e-mail address of the official responsible in the undertaking for distribution of veterinary medicinal products;
8.1 4. the name of veterinary medicinal products, manufacturer, number of registration certificate;
8.1 5. the date when it is intended to commence the distribution of veterinary medicinal products in Latvia.

[28 December 2010]
8.2 The Food and Veterinary Service after receipt of the information referred to in Paragraph 8.1 of this Regulation:
8.2 1. if necessary, shall request information regarding the owner of the special authorisation (licence) from the competent authority referred to in Sub-paragraph 8.1 1 of this Regulation;
8.2 2. shall ensure public access to the information referred to in Sub-paragraphs 8.1 1, 8.1 2 and 8.1 3 of this Regulation on the website of the Food and Veterinary Service. If the person referred to in Sub-paragraph 8.1 1 of this Regulation discontinues distribution of veterinary medicinal products in Latvia, it shall notify the Food and Veterinary Service thereof within 10 working days. After receipt of the notification the Food and Veterinary Service shall make changes in the relevant information.
[28 December 2010]
9. A wholesaler and importer are entitled to:

9.1. purchase veterinary medicinal products if they are distributed by a person who has the right to distribute veterinary medicinal products in wholesale trade in accordance with the Pharmaceutical Law;

9.2. distribute veterinary medicinal products in wholesale trade;

9.2.1.to merchants which have the right to distribute veterinary medicinal products in wholesale trade in accordance with the Pharmaceutical Law;

9.2.2. to veterinary pharmacies and pharmacies;

9.2.3. to veterinary medical care merchants and practising veterinarians. The wholesaler and importer shall distribute narcotic and psychotropic medicinal products to veterinary medical care merchants and practising veterinarians if they have received an authorisation of the Food and Veterinary Service to purchase narcotic and psychotropic medicinal products;

9.2.4. [8 December 2009];

9.3. distribute medicated pre-mixes to undertakings involved in the circulation of feedingstuffs, which manufacture medicated feedingstuffs and have been recognised by the Food and Veterinary Service in accordance with the laws and regulations regarding the procedures for registering and recognising undertakings involved in the circulation of feedingstuffs.

[8 December 2009]
9.1 A wholesaler is entitled to distribute veterinary medicinal products to veterinary medicine education and science institutions, as well as owners or keepers of farm animals who are not engaged in a veterinary medical practice, but purchase veterinary medicinal products for ensuring their activities, if these institutions and persons have been permitted by the Food and Veterinary Service to purchase veterinary medicinal products (hereinafter – recipient of an authorisation) in accordance with the requirements laid down in Chapter III of this Regulation. Information regarding the recipients of authorisations shall be available on the website of the Food and Veterinary Service where a list of the recipients of authorisations (hereinafter – list) is published.
[8 December 2009; 28 December 2010]
9.2 A recipient of an authorisation has the following duties:

9.2 1. to enter into a contract with a practising veterinarian or a veterinary medical care merchant (hereinafter – responsible practising veterinarian) on the circulation of veterinary medicinal products. In the contract with a veterinary medical care merchant the given name, surname and the certificate number of the veterinary medical care practice of the veterinarian who will continuously perform activities with veterinary medicinal products in the undertaking of the recipient of the authorisation, shall be indicated separately;

9.2 2. to promote the activities of the responsible practising veterinarian, transferring the necessary premises at the disposal thereof and without hindering the continuous fulfilment of the duties of the responsible practising veterinarian;

9.2 3. to ensure the circulation of veterinary medicinal products in an undertaking in accordance with the laws and regulations regarding the procedures by which persons engaged in veterinary medical practice shall purchase, store and administer medicinal products;

9.2 4. to ensure the disposal of veterinary medicinal products of poor quality and the used primary packaging of veterinary medicinal products in accordance with the laws and regulations regarding waste management;

9.2 5. to ensure that the storage premises of veterinary medicinal products and the documents for the circulation of medicinal products are accessible to an inspector of the Food and Veterinary Service;

9.2 6. within five working days after the event, to inform the Food and Veterinary Service regarding:

9.2 6.1. a change in the name or address of the recipient of the authorisation;

9.2 6.2. a change in the registration number of a herd or holding;

9.2 6.3. a change in the responsible practising veterinarian;

9.2 6.4. discontinuation of economic activity, exclusion of the herd from the register of the State agency “Agricultural Data Centre” or other circumstances when the purchase of veterinary medicinal products for ensuring the operation of the recipient of the authorisation henceforward is not necessary;
9.2 7. if the contract referred to in Sub-paragraph 9.2 1 of this Regulation or economic activity is discontinued, or if such circumstances arise when the purchase of veterinary medicinal products for ensuring the operation of the recipient of the authorisation henceforward is not necessary, the following shall be ensured within five working days:
9.2 7.1. stock-taking of veterinary medicinal products, comparing the quantity of the received and utilised veterinary medicinal products with the actually remaining quantity of medicinal products;
9.2 7.2. submission of information to the Food and Veterinary Service regarding stocks of medicinal products remaining in the holding and the planned actions involving them;
9.2 7.3. in the case referred to in Sub-paragraph 9.2 6.4 of this Regulation – return of the remaining stocks of medicinal products to the supplier or disposal in accordance with the requirements of this Regulation.
[8 December 2009; 28 December 2010]
9.3 The responsible practising veterinarian shall:

9.3 1. account and utilise the veterinary medicinal products in an undertaking of the recipient of the authorisation in accordance with the requirements laid down in the laws and regulations governing the circulation of veterinary medicinal products;

9.3 2. within five working days inform the Food and Veterinary Service regarding:
9.3 2.1. discontinuation of the contract referred to in Sub-paragraph 9.2 1 of this Regulation;
9.3 2.2. change in the number of the certificate of veterinary medical practice.
[28 December 2010]
9.4 The responsible practising veterinarian shall write out a request for the purchase of veterinary medicinal products at a wholesaler. The request shall contain:

9.4 1. the name, address of the actual place of operation, telephone number, electronic mail address of the recipient of the authorisation;

9.4 2. the given name and surname and the certificate number of the veterinary medical practice of the responsible practising veterinarian;

9.4 3. the date when the recipient of an authorisation was included in the list and the registration number in the list;

9.4 4. the name, form, strength and amount of the medicinal product;

9.4 5. the stamp of the certificate seal of the veterinary medical practice, if the request has not been drawn up in the form of an electronic document, the date, as well as the signature of the responsible practising veterinarian.

[8 December 2009; 28 December 2010]
9.5 The responsible practising veterinarian shall write out the request referred to in Paragraph 9.4 of this Regulation in two copies. One copy is submitted to the wholesaler, the other copy is stored by the recipient of the authorisation. The request shall be valid for 14 days.
[28 December 2010]
9.6 The recipient of the authorisation shall store the request referred to in Paragraph 9.4 of this Regulation together with such documents certifying receipt of veterinary medicinal products, which have been received on the basis of the abovementioned request.
[28 December 2010]
10. A wholesaler shall ensure the fulfilment of the following requirements:

10.1. premises which conform to the requirements laid down in Chapter VI of this Regulation;

10.2. the staff involved in the storage of veterinary medicinal products and in activities with veterinary medicinal products has the skills and experience which guarantees the storage and movement of veterinary medicinal products or materials, maintaining the quality of the veterinary medicinal products;

10.3. a responsible official (a veterinarian or pharmacist) has been appointed, with work experience in the receipt, storage and distribution of veterinary medicinal products or the sale or supply activities of medicinal products, who ensures:

10.3.1. the storage and distribution of veterinary medicinal products to be distributed in accordance with the requirements of this Regulation;

10.3.2. the distribution of only those veterinary medicinal products which conform to the requirements laid down in the laws and regulations governing the circulation of veterinary medicinal products;

10.4. a detailed accounting of the incoming and outgoing veterinary medicinal products, indicating the following information:

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

10.4.2. the name, registration number and (or) product number of the veterinary medicinal products;

10.4.3. the batch number assigned by the manufacturer of veterinary medicinal products and expiry date thereof;

10.4.4. the quantity of incoming or outgoing veterinary medicinal products;

10.4.5. the name and address of the supplier and the consignee of veterinary medicinal products;

10.4.6. the given name, surname, address of the natural person and the certificate number of the veterinary medical practice if veterinary medicinal products are dispensed to a practising veterinarian;

10.4.7. the name, address and the given name, surname and certificate number of the practising veterinarian responsible for the circulation of veterinary medicinal products, if the veterinary medicinal products are dispensed to a veterinary medical care merchant or the recipient of an authorisation;

10.5. store the requests referred to in Paragraph 9.4 of this Regulation for the purchase of veterinary medicinal products.
[8 December 2009; 28 December 2010]
11. [8 December 2009]

12. [8 December 2009]

13. An importer and a wholesaler shall:

13.1. keep the information referred to in Paragraph 10 of this Regulation and requests for veterinary medicinal products for not less than three years and upon request present them to inspectors of the Food and Veterinary Service;

13.2. not less than once a year perform an inventory of veterinary medicinal products held in stock, comparing the amount of outgoing and incoming veterinary medicinal products with the actual amount of medicinal products in the warehouse;

13.3. ensure the opportunity for inspectors of the Food and Veterinary Service to visit the premises of the wholesaler at any time and present the documents related to the circulation of medicinal products.

[8 December 2009; 28 December 2010]
14. An importer and a wholesaler shall prepare an emergency action plan in order to ensure the recall of veterinary medicinal products if:

14.1. it is requested by the Health Inspectorate or the Food and Veterinary Service;

14.2. the recall is performed in cooperation with the particular manufacturer of veterinary medicinal products or the owner (holder) of the marketing authorisation of a veterinary medicinal product (hereinafter – marketing authorisation).

[8 December 2009; 28 December 2010]
15. [28 December 2010]
16. [28 December 2010]
III. Procedures by which the Food and Veterinary Service shall Issue Authorisations for the Purchase of Veterinary Medicinal Products

[8 December 2009]
17. In order to receive an authorisation for the purchase of veterinary medicinal products, the institution or person referred to in Paragraph 9.1 of this Regulation shall:

17.1. submit a submission to the Food and Veterinary Service. The following shall be indicated in the submission:

17.1.1. the name, address, telephone number, e-mail address or fax number of the institution or person, the actual address of operation, if it differs from legal address;
17.1.1.1 the registration number of the holding and herd, if the submission is submitted by a person;
17.1.2. the name and address of the veterinary medical care merchant, and the given name, surname and certificate number of the veterinary medical practice of such practising veterinarian who will continuously perform activities with veterinary medicinal products, if the contract referred to in Sub-paragraph 9.2 1 of this Regulation has been entered into with a veterinary medical care merchant;
17.1.3. the given name, surname and certificate number of the veterinary medical practice of the responsible practising veterinarian, if the contract referred to in Sub-paragraph 9.2 1 of this Regulation has been entered into with a practising veterinarian;

17.1.4. the term of validity of the contract referred to in Sub-paragraph 9.2 1 of this Regulation;

17.1.5. the justification of the need for the purchase of veterinary medicinal products, confirming it with the signature of the responsible practising veterinarian and the stamp of the seal of the veterinary medical practice;

17.2. cover the expenditure related to inspection of the actual place of operation in accordance with the laws and regulations regarding the payment for the State supervision and control activities performed and paid public services provided by the Food and Veterinary Service.

[8 December 2009; 28 December 2010]
18. The Food and Veterinary Service shall:

18.1. within 10 working days after receipt of the submission referred to in Paragraph 17 of this Regulation, evaluate it and, if necessary, inspect the actual place of operation indicated in the submission.

18.2. register the recipient of an authorisation in the list, if:
18.2.1. the holding, herd and animals have been registered and marked in accordance with the requirements of the laws and regulations regarding the registration of animals, herds and holdings and the marking of animals;
18.2.1.1 the recipient of the authorisation (except veterinary medicine education and science institutions) is engaged in keeping farm animals for the production of products of animal origin or for other agricultural purposes and the number of animals in a herd is not less than that defined in Annex 1.1 to this Regulation;
18.2.2. the recipient of the authorisation has entered into the contract referred to in Sub-paragraph 9.2 1 of this Regulation;

18.2.3. during operation of the recipient of the authorisation and the responsible practising veterinarian in the last 12 months, no violations of the laws and regulations governing the circulation of veterinary medicinal products and the maximum permissible amounts of medicinal product residues which would constitute a hazard to human or animal health have been detected;

18.3. update the list, if the information referred to in Sub-paragraph 9.2 6 of this Regulation has been received;

18.4. at least once a year inspect the conformity of the recipient of the authorisation with the requirements referred to in Paragraphs 9.2, 9.3, 9.4, 9.5 and Sub-paragraph 18.2.1.1 of this Regulation;

18.5. take a decision to exclude the recipient of the authorisation from the list, if:

18.5.1. a violation of the laws and regulations governing the circulation of veterinary medicinal products is detected during an inspection, which constitutes a hazard to human or animal health;

18.5.2. an amount of veterinary medicinal product residue, which exceeds the maximum permissible amount of residue, or substances, which are prohibited to be administered on productive animals in accordance with the requirements of the laws and regulations governing the circulation of veterinary medicinal products and Commission Regulation (EU) No 37/2010 of 22 December 2009 on pharmacologically active substances and their classification regarding maximum residue limits in foodstuffs of animal origin, is detected in food products of animal origin, manufactured by the recipient of the authorisation;

18.5.3. the contract referred to in Sub-paragraph 9.2 1 of this Regulation is not in effect or the number of animals in a herd does not conform to the requirements of Annex 1.1 to this Regulation for more than six months;

18.6. within one working day from the event referred to in Sub-paragraphs 18.2, 18.3 or 18.5 of this Regulation, shall update the information in the list;

18.7. ensure the storage of data on the recipient of the authorisation for not less than five years after exclusion of the recipient of the authorisation from the list.

[8 December 2009; 28 December 2010]
19. The Food and Veterinary Service shall include the following information in the list:

19.1. the registration number of the recipient of the authorisation in the list;

19.2. the date when the recipient of the authorisation was added to the list;

19.3. the name, legal address and address of actual place of operation of the recipient of the authorisation;

19.4. the name and address of the veterinary medical care merchant and the given name, surname and certificate number of the veterinary medical practice of the practising veterinarian, if the contract referred to in Sub-paragraph 9.2 1 of this Regulation has been entered into with a veterinary medical care merchant;

19.5. the given name, surname and certificate number of the veterinary medical practice of the responsible practising veterinarian, if the contract referred to in Sub-paragraph 9.2 1 of this Regulation has been entered into with a practising veterinarian;

19.6. the term of validity of the contract referred to in Sub-paragraph 9.2 1 of this Regulation.

[8 December 2009; 28 December 2010]
19.1 If the recipient of an authorisation who, in accordance with Sub-paragraph 18.5.1 or 18.5.2 of this Regulation, has been excluded from the list, wishes to receive an authorisation again for the purchase of veterinary medicinal products, he or she shall submit the submission referred to in Paragraph 17 of this Regulation to the Food and Veterinary Service not earlier than a year after the day of detecting a violation.

[28 December 2010]
20. [8 December 2009]

IV. Distribution of Veterinary Medicinal Products in Retail Trade
21. A merchant which has received a special authorisation (licence) for opening (operating) a veterinary pharmacy or for opening (operating) a pharmacy with a condition of special activity – the distribution of veterinary medicinal products:

21.1.shall appoint an official responsible for the circulation of veterinary medicinal products (a veterinarian or a pharmacist) and an appropriately qualified person who substitutes the official responsible for the circulation of veterinary medicinal products in the absence thereof;

21.2. shall ensure that the official responsible for the circulation of veterinary medicinal products fulfils the duties of work throughout the working hours of the pharmacy;

21.3. may personally fulfil the duties of an official responsible for the circulation of veterinary medicinal products, if he or she is a veterinarian or a pharmacist.

[8 December 2009]
22. The responsible official referred to in Paragraph 21 of this Regulation shall ensure:

22.1. that veterinary medicinal products are stored and distributed in accordance with the requirements of this Regulation;

22.2. that only veterinary medicinal products which conform to the requirements laid down in the laws and regulations governing the circulation of veterinary medicinal products are distributed;

22.3. that the veterinary medicinal products received and issued are accounted in accordance with the requirements of this Regulation;
22.4. that the adverse reactions caused by the administration of veterinary medicinal products are reported in accordance with the laws and regulations regarding the procedures for supervising adverse reactions caused by veterinary medicinal products;
22.5. that reports on veterinary medicinal products with quality defects and counterfeit veterinary medicinal products are provided, as well as that veterinary medicinal products of poor quality are recalled in accordance with the requirements of this Regulation.
[28 December 2010]

23. The responsible official referred to in Paragraph 21 of this Regulation in a veterinary pharmacy or pharmacy shall register and store the following information for each transaction performed with veterinary medicinal products, which may be dispensed upon veterinary prescriptions:

23.1. the date of dispensation of veterinary medicinal products;

23.2. the name of the veterinary medicinal product and the name of the manufacturer of veterinary medicinal products;

23.3. the batch number of the veterinary medicinal product assigned by the manufacturer of veterinary medicinal products;

23.4. the amount of the veterinary medicinal products dispensed;

23.5. the name and address of the consignee of the veterinary medicinal products;

23.6. the given name, surname and address of the veterinarian who has written out the prescription and the top copy of the prescription.

24. In a veterinary pharmacy or pharmacy:

24.1. the information referred to in Sub-paragraph 23 of this Regulation shall be kept for not less than five years. The responsible official referred to in Paragraph 21 of this Regulation shall present the information upon request to an inspector of the Food and Veterinary Service;

24.2. not less than once a year an inventory of medicinal products held in stock shall be performed, comparing the amount of outgoing and incoming veterinary medicinal products with the actual amount of medicinal products in the warehouse;

24.3. it shall be ensured that the premises and documents of the veterinary pharmacy are available to inspectors of the Food and Veterinary Service;

24.4. it shall be ensured that veterinary medicinal products are issued by a person whose qualification conforms to the requirements laid down in Section 40, Paragraph two, Clause 1 or 2 of the Pharmaceutical Law.
[28 December 2010]
25. [28 December 2010]
25.1 A person who dispenses veterinary medicinal products shall provide consultations to the animal owner or keeper regarding the use of veterinary medicinal products. A copy of the veterinary medical or pharmaceutical education or qualification certificate, which certifies the qualification of the person who dispenses veterinary medicinal products, shall be displayed in a visible location in a pharmacy or veterinary pharmacy.

[8 December 2009; 28 December 2010]
26. [8 December 2009]

27. [8 December 2009]

28. A practising veterinarian shall be permitted to bring out veterinary medicinal products to another Member State in such an amount which does not exceed the amount of veterinary medicinal products to be used in one day, and use them on animals (except immunological veterinary medicinal products, which are prohibited for use in the Member State of destination), if:

28.1. the veterinary medicinal products in accordance with the laws and regulations regarding the procedures for the registration of veterinary medicinal products have been issued a marketing authorisation in the Member State in which the veterinarian has registered his or her professional activities and has received a certificate for the performance of veterinary practice;

28.2. the veterinarian moves the veterinary medicinal products in the original packaging of the manufacturer of veterinary medicinal products;

28.3. the qualitative and quantitative composition of active substances of the veterinary medicinal products which are intended for use in food-producing animals, is equivalent to the composition of the veterinary medicinal products which may be used on food-producing animals in the Member State of destination;

28.4. the veterinarian becomes acquainted with good veterinarian practices of the Member State of destination and ensures that the withdrawal period of the veterinary medicinal products which is indicated on the labelling of the veterinary medicinal products (information indicated on the primary or secondary packaging) is observed. If a longer withdrawal period is prescribed for equivalent veterinary medicinal products in the Member State of destination in accordance with the principles of good veterinarian practices of the Member State of destination, the veterinarian shall observe it.

29. A practising veterinarian shall not dispense veterinary medicinal products to the owner or keeper of the animals treated in the Member State of destination, except the minimum amount necessary for completing the course of treatment for the specific animal.

30. In the case referred to in Paragraph 28 of this Regulation, the practising veterinarian shall register the following additional information regarding an animal treated in the Member State of destination:

30.1. the identification number, species and age;

30.2. the diagnosis specified;

30.3. the veterinary medicinal products administered and the doses thereof;

30.4. the duration of care of the animal;

30.5. the specified withdrawal period of the veterinary medicinal products, if necessary.

31. The information referred to in Paragraph 30 of this Regulation shall be kept for not less than three years and upon request shall be presented to an inspector of the Food and Veterinary Service.

32. A natural person who is crossing the border of Latvia together with an animal, shall be permitted to bring in and bring out the veterinary medicinal products necessary for the animal (except medicinal products, the composition of which includes the substances included in Schedule II of the narcotic substances and psychotropic substances (hereinafter – narcotic medicinal products) and the substances included in Schedule III (hereinafter – psychotropic medicinal products)) controlled in Latvia, for a course of treatment which does not exceed two months. If it is necessary to ensure continuous access to medicinal products for the animal due to medical indications, the natural person shall be permitted to bring in and bring out the narcotic medicinal products necessary for the animal for a course of treatment not exceeding 14 days, or psychotropic medicinal products for a course of treatment not exceeding 30 days. The need for veterinary medicinal products shall be confirmed by a prescription written out by a practising veterinarian or a copy of the prescription, which has been signed and approved by the stamp of the seal of the veterinary medical practice by a practising veterinarian, or another document certifying this fact.

[8 December 2009]
V. Procedures for the Distribution of Veterinary Medicinal Products that Have an Anabolic, Anti-microbial, Anti-parasitic, Anti-inflammatory, Psychotropic or Hormonal Effect

33. The Stage Agency of Medicines shall create and maintain a register on manufacturers and wholesalers of veterinary medicinal products, which manufacture and distribute active substances or veterinary medicinal products that contain substances with an anabolic, anti-microbial, anti-parasitic, anti-inflammatory, psychotropic or hormonal effect.

[8 December 2009]
34. The manufacturer, importer and wholesaler of veterinary medicinal products, which distributes active substances or veterinary medicinal products that contain substances with an anabolic, anti-microbial, anti-parasitic, anti-inflammatory, psychotropic or hormonal effect, shall appoint an official responsible for the recording and storage of the veterinary medicinal products referred to. The responsible official shall create a data register in which all transactions with the relevant veterinary medicinal products and substances shall be indicated.

[8 December 2009]
35. The data register shall be kept for at least three years after making of the final entry and presented to an inspector of the Food and Veterinary Service upon request.

[8 December 2009; 28 December 2010]
36. Owners or keepers of food-producing animals, which use veterinary medicinal products that contain substances with an anabolic, anti-microbial, anti-parasitic, anti-inflammatory, psychotropic or hormonal effect for a food-producing animal or an animal group, shall store the following for not less than five years after administration of the medicinal products (even if the treated animal has already been slaughtered during this period):

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

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

37. At least the following information shall be indicated in the register or logbook referred to in Sub-paragraph 36.2 of this Regulation:

37.1. the date of administration of the veterinary medicinal product;

37.2. the name of the veterinary medicinal product;

37.3. the amount of the veterinary medicinal product;

37.4. the name of (given name and surname) and address of the supplier of the veterinary medicinal product;

37.5. the identification number of the animal, to which the veterinary medicinal product has been administered;

37.6. the instructions of the practising veterinarian regarding restrictions in the use of products of animal origin, which have been obtained from an animal to which veterinary medicinal products have been administered.

38. The register or logbook referred to in Sub-paragraph 36.2 of this Regulation shall be presented to an inspector of the Food and Veterinary Service upon request.

VI. Procedures for the Storage and Transportation of Veterinary Medicinal Products Intended for Distribution
39. A manufacturer and importer of veterinary medicinal products shall store veterinary medicinal products in premises, in which the storage thereof can be ensured separately from packaging materials, raw materials, intermediate products or such finished veterinary medicinal products, which have been recalled, sent back, rejected or subject to quarantine.

40. The premises referred to in Paragraph 39 of this Regulation shall be easy to clean, dry and ventilated. The lighting and temperature of the premises shall conform to the requirements specified on the labelling of the veterinary medicinal products.

[8 December 2009]
41. The manufacturer and importer of veterinary medicinal products shall separate the area of quarantine (an area for storage of such veterinary medicinal products, the distribution of which has been suspended until the final clarification of conditions, if there are suspicions regarding violations of the laws and regulations governing the circulation of veterinary medicinal products) from other premises or parts of premises. The area of quarantine shall be marked with the sign “Area of quarantine” to ensure that unauthorised persons may not enter it.

42. Veterinary medicinal products whose expiry date has passed, or veterinary medicinal products which have been recalled, sent back or rejected shall be stored by the manufacturer and importer of veterinary medicinal products in separate premises or separately designated parts of premises specially intended for this purpose.

[8 December 2009]
43. Veterinary medicinal products in storage shall be placed on pallets or shelves, made of material that is easily cleaned and disinfected.

44. A wholesaler shall have:

44.1. premises or delimited parts of premises for:

44.1.1. the acceptance of veterinary medicinal products;

44.1.2. the storage of veterinary medicinal products;

44.1.3. the dispensation of veterinary medicinal products;

44.1.4 the storage of veterinary medicinal products intended for disposal, recalled, sent back or rejected veterinary medicinal products or veterinary medicinal products subject to quarantine. Medicinal products subject to quarantine shall be separated from other medicinal products, and it shall be ensured that the area of quarantine conforms to the requirements laid down in Paragraph 41 of this Regulation;

44.2. a separate room for the staff;

44.3. sanitary facilities.

[8 December 2009]
45. The premises referred to in Paragraph 44 of this Regulation shall be easy to clean, dry, ventilated and lit accordingly.

46. A wholesaler shall ensure the following in the premises for the storage of veterinary medicinal products:

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

46.2. inventory that is easy to clean and disinfect;

46.3. separate storage of veterinary medicinal products, taking into account the group and batch of veterinary medicinal products;

46.4. that the packaging of veterinary medicinal products is not damaged and cross-contamination of veterinary medicinal products does not take place;

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

46.6. the placement of veterinary medicinal products on shelves or pallets made of material that is easy to clean and disinfect.

[8 December 2009]
47. If a specific temperature mode is necessary for the storage of veterinary medicinal products, the storage room or device of the wholesaler shall have equipment that registers each deviation from the intended temperature mode.

[8 December 2009]
48. A veterinary pharmacy or pharmacy shall have interconnected delimited premises or parts of premises:

48.1. for the trade of veterinary medicinal products;

48.2. for the storage of veterinary medicinal products. A delimited part of premises or a container for veterinary medicinal products of poor quality intended for disposal shall be ensured in such premises or part of premises;

48.3. for the staff;

48.4. for sanitary facilities;

48.5. if medicinal products are prepared in a veterinary pharmacy:
48.5.1. according to the work to be performed there are premises or delimited parts of premises for preparation of unsterile pharmaceutical forms, preparation of sterile pharmaceutical forms, as well as the ancillary premises necessary for ensuring the process of preparation of veterinary medicinal products;
48.5.2. the premises for preparation of veterinary medicinal products are appropriately arranged and equipped in order to ensure the quality of the veterinary medicinal products prepared;
48.5.3. there are working places for the preparation of liquid, soft and hard pharmaceutical forms, analysis of veterinary medicinal products and purified water, as well as prepackaging of veterinary medicinal products, arranged and equipped according to the work to be performed.
[28 December 2010]

49. [28 December 2010]
50. It is prohibited to sell and treat animals, as well as perform activities not related to the distribution of veterinary medicinal products in the premises or parts of premises referred to in Paragraph 48 of this Regulation.
[28 December 2010]
51. The following shall be ensured in the premises or parts of premises referred to in Paragraph 48 of this Regulation:

51.1. the placement of veterinary medicinal products on shelves or pallets;

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

51.3. conditions for easy cleaning of premises, inventory that is easy to clean and disinfect;

51.4. separate storage of veterinary medicinal products, taking into account the group and batch of veterinary medicinal products;

51.5. that the packaging of veterinary medicinal products is not damaged and cross-contamination of veterinary medicinal products does not take place.

[28 December 2010]
52. When distributing (including transporting) and storing veterinary medicinal products, the manufacturer, importer, wholesaler, of veterinary medicinal products, veterinary pharmacy and pharmacy shall ensure:

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

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

52.2.1. the room temperature (15–25°C);

52.2.2. a cool place (8–15°C);

52.2.3. a cold place (2–15°C);

52.3. equipment which maintains the intended temperature mode during transportation of veterinary medicinal products, if necessary;

52.4. that the packaging of veterinary medicinal products is not damaged and cross-contamination of veterinary medicinal products does not take place, as well as that the climatic conditions or other factors do not affect the quality of veterinary medicinal products;

52.5. a copy of the special authorisation (licence) for the manufacture of veterinary medicinal products so that the veterinary medicinal products which have been imported from a third country might be delivered to another Member State.

53. [8 December 2009]

54. [8 December 2009]

55. [8 December 2009]

56. Veterinary medicinal products which, in relation to the identity or origin thereof, have been deliberately labelled wrongly shall be regarded as counterfeit medicinal products. Counterfeiting may apply both to original and generic medicinal products. Counterfeit veterinary medicinal products may have the correct or incorrect ingredients, be free of active substances or have insufficient amount of active substances, or have fake packaging. Counterfeit veterinary medicinal products detected in the distribution network shall be stored separately from other medicinal products. They shall be clearly labelled with a special indication “not for resale”. The owner (holder) of the marketing authorisation and the Food and Veterinary Service shall be informed regarding counterfeit veterinary medicinal products without delay on the day of discovering the fact. After receipt of information the Food and Veterinary Service shall act in accordance with the requirements laid down in Chapter XIV of this Regulation.
[28 December 2010]
57. Veterinary medicinal products intended for disposal shall be disposed of in accordance with the procedures laid down in the laws and regulations governing the circulation of waste, performing the accounting thereof beforehand. The following information shall be indicated in the accounts regarding the veterinary medicinal products of poor quality intended for disposal:

57.1. the name;

57.2. the batch number;

57.3. the amount;

57.4. the type of the packaging.

[8 December 2009]
VII. [8 December 2009]
58. [8 December 2009]

59. [8 December 2009]

60. [8 December 2009]

61. [8 December 2009]

VIII. Restrictions in the Distribution of Veterinary Medicinal Products
62. Prescription veterinary medicinal products shall be written out and dispensed for the course of processing or treatment of an animal in the minimum necessary amount. In order to protect human and animal health, the following veterinary medicinal products shall be dispensed on prescription:

62.1. medicinal products to which the restrictions of distribution (including supply) or use apply, specified in the laws and regulations regarding the restrictions in the use of veterinary medicinal products;

62.2. veterinary medicinal products for food-producing animals, except cases referred to in the laws and regulations regarding the registration of veterinary medicinal products;

62.3. veterinary medicinal products, in the use of which a veterinarian is specifically cautious because such medicinal products may be dangerous:

62.3.1. to the target species (the animal species for which the veterinary medicinal products are intended);

62.3.2. to the person who uses veterinary medicinal products for treatment of an animal;

62.3.3. to the environment;

62.3.4. to persons who consume food products of animal origin, which have been acquired from animals processed by the relevant medicinal products;

62.4. medicinal products which are used for the treatment of animal pathological processes and diseases, if an accurate diagnosis has to be made in advance or the use of the medicinal products may cause effects which delay or are in contradiction with further determination of diagnosis or treatment;

62.5. medicinal products, which have been prepared in a pharmacy according to a prescription written out by a veterinarian for a food-producing animal;

62.6. veterinary medicinal products contain an active substance which was approved for use in the composition of veterinary medicinal products more than five years ago.

63. Immunological veterinary medicinal products and veterinary medicinal products which, in accordance with the requirements laid down in the laws and regulations governing the circulation of veterinary medicinal products, may only be administered to an animal by a veterinarian, shall be dispensed to:

63.1. a practising veterinarian;

63.2. a veterinary medical care merchant or a recipient of the authorisation submitting a request written out by the responsible practising veterinarian.

[8 December 2009]
64. The Food and Veterinary Service is entitled to prohibit the manufacture, import and distribution (including supply) of immunological veterinary medicinal products throughout the territory of Latvia or part thereof, if:

64.1. the use of the referred to medicinal products hinders:

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

64.1.2. the provision of an opinion on contamination in live animals;

64.1.3. the provision of an opinion on contamination of food products of animal origin, or other products which are obtained from vaccinated animals;

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

64.3. it has been specified in other laws and regulations governing the circulation of veterinary medicinal products.

[8 December 2009; 28 December 2010]
64.1 The Food and Veterinary Service is entitled to prohibit the manufacture, import and distribution (including supply) of veterinary medicinal products throughout the territory of Latvia or part thereof, if an amount of the residual substances of medicinal products dangerous to human health is established after the use of these medicinal products according to the conditions of the package leaflet of the medicinal product.

[28 December 2010]
65. The Food and Veterinary Service shall inform the European Commission of cases where the import, distribution or manufacture of the immunological veterinary medicinal products is prohibited in the territory of Latvia.

[8 December 2009; 28 December 2010]

IX. Conditions for the Distribution of the Remaining Veterinary Medicinal Products Held in Stock after Confirmation of Variations to the Registration Dossier of Veterinary Medicinal Products
66. If an owner (holder) of a marketing authorisation of a veterinary medicinal product performs variations to the registration dossier of veterinary medicinal products in accordance with the procedures laid down in the laws and regulations regarding the registration of veterinary medicinal products, within 12 months from the day when the decision on approval of the variations to the registration dossier of veterinary medicinal products was taken, the owner (holder) of the marketing authorisation is entitled to distribute the veterinary medicinal products held in stock, to which the approved variations have not been implemented in the registration dossier. The abovementioned condition shall apply to the wholesale of such medicinal products. After the 12-month period the remaining medicinal products held in stock, which do not have approved variations, may only be distributed by veterinary pharmacies, pharmacies, veterinary medical care merchants and practising veterinarians until the remaining medicinal products held in stock have run out, but not after the expiry date indicated on the medicinal products.

67. When taking a decision to approve variations in the registration dossier, the Food and Veterinary Service may concurrently take the following decision:

67.1. to determine a different time period for the distribution of the remaining veterinary medicinal products held in stock, issuing a distribution authorisation for the sale of the remaining veterinary medicinal products held in stock (Annex 2);

67.2. to prohibit the distribution of the remaining veterinary medicinal products held in stock, if the introduction of the variations is related to urgent restrictions related to the protection of animal and human health and safe use of medicinal products (for example, variations to the therapeutic indications, doses, contra-indications, target species due to the acquisition of new information regarding safe use of the medicinal products) and if the variations have not been introduced in the registration dossier. The Food and Veterinary Service shall notify the owner (holder) of the marketing authorisation, of the decision taken on the day of taking of the decision.
[28 December 2010]
68. If the veterinary medicinal products have not been re-registered in accordance with the procedures laid down in the laws and regulations regarding the registration of veterinary medicinal products, or the Food and Veterinary Service has refused re-registration, has suspended or revoked registration of such medicinal products, or the period of validity of the marketing authorisation of such medicinal products has expired, the Food and Veterinary Service, upon request of the owner (holder) of the marketing authorisation of veterinary medicinal products, is entitled to determine the time period for the distribution of the remaining medicinal products held in stock, by issuing a distribution authorisation for the sale of the remaining veterinary medicinal products held in stock (Annex 2).
[28 December 2010]
68.1 The owner (holder) of the marketing authorisation shall, in accordance with the laws and regulations regarding the payment for the State supervision and control activities performed and paid public services provided by the Food and Veterinary Service, cover the expenditure related to evaluation of an application in order to receive a distribution authorisation for sale of the remaining veterinary medicinal products held in stock.
[28 December 2010]
68.2 The Food and Veterinary Service shall insert information on its website regarding the issued authorisations for sale of the remaining veterinary medicinal products held in stock, indicating:
68.2 1. the holder of the authorisation (the owner (holder) of the marketing authorisation of veterinary medicinal products or parallel importer);

68.2 2. the registration number of medicinal products in the Latvian register of veterinary medicinal products indicated in the authorisation, the name, strength and pharmaceutical form;
68.2 3. the time period for ending the distribution of the remaining veterinary medicinal products held in stock.
[28 December 2010]
69. Upon request of the Food and Veterinary Service, the owner (holder) of the marketing authorisation of veterinary medicinal products, manufacturer, importer, wholesaler, veterinary pharmacy, pharmacy, veterinary medical care merchant and practising veterinarian shall provide a notification to the Food and Veterinary Service regarding the remaining veterinary medicinal products held in stock, in the registration dossier of which approved variations have not been performed (also applies to parallel imported and parallel distributed veterinary medicinal products). The notification shall specify the following information:

69.1. the name, registration number and (or) product number of the veterinary medicinal product;

69.2. the strength and form of the veterinary medicinal product;

69.3. the batch number and amount of the remaining veterinary medicinal products.

[8 December 2009; 28 December 2010]
X. Requirements for the Labelling and Package Leaflet of Veterinary Medicinal Products

70. Information on the labelling and the primary packaging and secondary packaging of veterinary medicinal products and information in the package leaflet shall be indicated in accordance with the requirements of the Official Language Law. If information on the labelling of medicinal products which are brought into Latvia (except medicinal products which are brought in and stored to be taken out to other Member States or exported to third countries) is not indicated in the official language, then prior to the distribution thereof in Latvia, an adhesive label shall be attached to the packaging of the medicinal products with the translation of the information provided on the labelling into the official language.

71. The adhesive label with the translation of the information provided on the labelling into the official language shall be attached to the packaging of the medicinal products and the package leaflet shall be included in the secondary packaging or attached to the primary packaging prior to the commencement of the distribution of the medicinal products in Latvia. The implementation of the referred to requirements shall be ensured by the owner (holder) of the marketing authorisation of a veterinary medicinal product or the manufacturer and importer of veterinary medicinal products, or the holder of the authorisation for the distribution of parallel imported veterinary medicinal products. The information attached may not cover the name, expiry date and manufacturing batch number of the veterinary medicinal product indicated on the packaging. Addition of information (including insertion of a package leaflet in the secondary packaging or attachment thereof to the primary packaging) may not affect the quality of the relevant medicinal product.

72. The Food and Veterinary Service shall approve the primary packaging and secondary packaging of veterinary medicinal products, if it conforms to the requirements of this Chapter. The information indicated on the labelling of the primary and secondary packaging of veterinary medicinal products shall not differ from the information in the description of the medicinal product and other accompanying documents, which have been appended to the marketing authorisation and have been prepared in accordance with the laws and regulations regarding the procedures for the registration of veterinary medicinal products. The following shall be indicated in clearly legible letters on the labelling of the primary or secondary packaging:

72.1. the name of the veterinary medicinal product, followed by the reference to the strength and form of the medicinal product. The common name shall be used if the veterinary medicinal product contains only one active substance and if the name thereof is the assigned name;

72.2. the qualitative and quantitative composition of active substances of the veterinary medicinal product in one dose of the veterinary medicinal product or pursuant to the type of use of the veterinary medicinal product, the volume or weight of the veterinary medicinal product. The names of active substances shall be indicated, using the common name;

72.3. the batch number assigned by the manufacturer of veterinary medicinal products;

72.4. the number of the marketing authorisation;

72.5. the given name or name, legal address or registered place of commercial activity of the owner (holder) of the marketing authorisation and representative of the owner (holder) of the marketing authorisation (if any);

72.6. the target species, the method of use or method of administration of the veterinary medicinal product (if necessary). A space shall be left for indicating one dose of medical treatment;

72.7. the withdrawal period of the veterinary medicinal products intended for food-producing animals for all species of animals included in the marketing authorisation and the relevant food products (meat, sub-products, eggs, milk and honey). The withdrawal period shall also be indicated for food products of animal origin for which the specified withdrawal period of medicinal products is zero;

72.8. the expiry date of the veterinary medicinal products in clearly comprehensible characters;

72.9. special precautions for the storage of veterinary medicinal products, if any;

72.10. special precautions for the disposal of unused veterinary medicinal products or waste of veterinary medicinal products and a note regarding the relevant waste collection systems;

72.11. information (if any) regarding precautionary measures to be observed when administering the medicinal product to an animal, or other information necessary for the protection or safety of human and animal health, which has become known after pharmacological tests or clinical trials or after the use of the medicinal product in veterinary medical practice;

72.12. an indication “For animal treatment”;

72.13. an indication “Prescription veterinary medicinal products”, if the veterinary medicinal products have been registered as prescription medicinal products.

[28 December 2010]
73. The form and content of medicinal products in weight, volume or dose units shall be indicated on the secondary packaging.

74. The information on the labelling of veterinary medicinal products, specified in Sub-paragraphs 72.6, 72.7, 72.8, 72.9, 72.10, 72.11, 72.12 and 72.13 of this Regulation, shall be provided in the official language.

75. For ampoules the information referred to in Paragraph 72 of this Regulation shall be indicated on the secondary packaging.

76. The following information shall be indicated on the primary packaging:

76.1. the name of the veterinary medicinal product;

76.2. the quantity of the active substances;

76.3. the route of administration;

76.4. the batch number of the veterinary medicinal products assigned by the manufacturer of veterinary medicinal products;

76.5. the expiry date;

76.6. the note “For animal treatment”.

77. The information of the labelling of ampoules, which is referred to in Sub-paragraphs 76.3 and 76.6 of this Regulation, shall be provided in the official language.

78. If veterinary medicinal products do not have secondary packaging, the information referred to in Paragraphs 72, 74, 75 and 76 of this Regulation shall be indicated on the primary packaging.

79. If there is only one dose of veterinary medicinal products in the primary packaging (except ampoules) and it is not possible to place the information referred to in Paragraphs 72 and 74 of this Regulation thereon, the relevant information shall be indicated on the secondary packaging.

80. The package leaflet shall be inserted in the each packaging of the veterinary medicinal product. If the information to be indicated in the package leaflet has already been set out entirely on the primary or secondary packaging of the veterinary medicinal product, the package leaflet need not be inserted in the packaging of the relevant veterinary medicinal product.

81. The package leaflet shall be prepared in the official language and in the language (languages) of the Member State in which it is intended to place the veterinary medicinal products on the market. The package leaflet shall be written in terms that are comprehensible to the general public. The person submitting the submission for the receipt of a marketing authorisation of a veterinary medicinal product may print the package leaflet in several languages, provided that the information given is identical in all the languages.

82. If the veterinary medicinal products may be administered only by a practising veterinarian, the Food and Veterinary Service is entitled to exempt from the obligation to indicate certain particulars to appear and to print the package leaflet in the official language of the state in which the product is placed on the market.
[28 December 2010]
83. The Food and Veterinary Service shall examine the conformity of the package leaflet wording translated into Latvian with the information provided in the product characteristics, as well as with the requirements laid down in this Regulation. An identification number shall be assigned to the examined package leaflet.
[28 December 2010]
84. The information indicated in the package leaflet shall conform to the information included in the documents appended to the marketing authorisation of a veterinary medicinal product and in the approved medicinal product characteristics in accordance with the laws and regulations regarding the procedures for the registration of veterinary medicinal products. The package leaflet shall include the following information:

84.1. the given name, surname or name and legal address or registered place of commercial activity of the owner (holder) of the marketing authorisation, the representative thereof (if any) and the manufacturer of veterinary medicinal products;

84.2. the name of the veterinary medicinal product and the reference to the strength and form of the medicinal product. The common name shall be used if the veterinary medicinal product contains only one active substance and if the name thereof is the assigned name. If one veterinary medicinal product with different names is registered in different Member States by procedure of mutual recognition or by decentralised procedure, a list of the names of the relevant veterinary medicinal products registered in each Member State shall be appended;

84.3. the therapeutic indications of the veterinary medicinal products;

84.4. the contra-indications and possible adverse reactions, insofar as this information is necessary for the use of the veterinary medicinal product;

84.5. the target species, the dose for each species, the method or route of administration and, where necessary, instructions for correct administration of the veterinary medicinal products;

84.6. the withdrawal period of the veterinary medicinal products (it shall be indicated on the veterinary medicinal products, which are intended for food-producing animals). The withdrawal period of veterinary medicinal products shall also be indicated if this is nil;

84.7. instructions for the storage of the veterinary medicinal products, if any;

84.8. information (if any) regarding precautionary measures to be observed when administering the medicinal products to an animal, or other information necessary for the protection or safety of human and animal health, which has become known after pharmacological tests or clinical trials or after the use of the medicinal product in veterinary medical practice;

84.9. instructions for the disposal of veterinary medicinal product waste and unused veterinary medicinal products (if any);

84.10. the indication “Prescription veterinary medicinal product”, if it is permitted to dispense the veterinary medicinal products only in return for a prescription issued by a veterinarian.
85. If the owner (holder) of the marketing authorisation does not observe the requirements laid down in this Chapter and does not fulfil the requirements of the Food and Veterinary Service for the necessary corrections or amendments to the labelling or package leaflet of the veterinary medicinal products, the Food and Veterinary Service is entitled to suspend or revoke the marketing authorisation.
[28 December 2010]
86. A clearly legible sentence “Homeopathic veterinary medicinal products” and “Consult a veterinarian if adverse reactions caused by homeopathic veterinary medicinal products have been established” shall be indicated on the labelling of homeopathic veterinary medicinal products.

87. The sentence “Homeopathic veterinary medicinal products without approved therapeutic indications” shall be clearly indicated on the labelling and package leaflet of homeopathic veterinary medicinal products, which have been registered by simplified registration procedure.

88. The following information shall be indicated on the labelling and package leaflet of the homeopathic veterinary medicinal products referred to in Paragraph 87 of this Regulation:

88.1. the stocks or the scientific name and the degree of dilution of stocks, indicated using the symbols of the pharmacopoeia. If there is more than one stock in the ingredients of the homeopathic veterinary medicinal products, the assigned name may be indicated on the labelling in addition to the scientific name of the stock;

88.2. the given name and surname or name and legal address of the (owner) holder of the marketing authorisation of a veterinary medicinal product and the manufacturer of veterinary medicinal products (if different);

88.3. the method of administration and, if necessary, the route of administration;

88.4. the expiry date of the veterinary medicinal product in clear terms (month and year);

88.5. the pharmaceutical form;

88.6. the content of the sales presentation;

88.7. instructions for storage or administration (if any);

88.8. the target species;

88.9. 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);

88.10. the batch number of the veterinary medicinal products assigned by the manufacturer of veterinary medicinal products;

88.11. the marketing authorisation number.

XI. Requirements for the Parallel Import of Veterinary Medicinal Products
89. Veterinary medicinal products which have been registered in a Member State by the national registration procedure (also the procedure of mutual recognition) and which are being brought in another Member State by a person who is not the manufacturer of veterinary medicinal products, the owner (holder) of the marketing authorisation or an authorised representative thereof (hereinafter – parallel importer), are parallel imported veterinary medicinal products.

90. The distributors of veterinary medicinal products, who are not the owners (holders) of the marketing authorisation or representatives thereof and who are bringing veterinary medicinal products in Latvia from another Member State, shall notify the owner (holder) of the marketing authorisation, the Food and Veterinary Service and the owner of the medicinal product trademark of the intention to bring in veterinary medicinal products. This condition shall not apply to veterinary medicinal products that have been registered by the centralised registration procedure in accordance with Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (hereinafter – Regulation No 726/2004 of the European Parliament and of the Council).
[28 December 2010]
91. The parallel import of veterinary medicinal products is authorised if the parallel importer has received an authorisation for the distribution of parallel imported veterinary medicinal products in the Republic of Latvia in conformity with the requirements laid down in this Chapter and if the abovementioned authorisation is valid.

92. If the parallel imported veterinary medicinal products are being re-packaged, the owner of the veterinary medicinal product trademark is entitled to request that the parallel importer supplies him or her with a sample of the re-packaged product.

93. The owner of the veterinary medicinal product trademark may not use the right to medicinal product trademark in order to prohibit re-packaging if:

93.1. the rights of the trademark used by the owner of the trademark in relation to the trading system developed by him or her promote artificial division of the market among the Member States;

93.2. the re-packaging does not negatively affect the original condition of the product;

93.3. the re-packager and manufacturer of the product are indicated on the new packaging;

93.4. the owner of the trademark has received advance notice prior to placing the re-packaged product on the market.

94. If the owner (holder) of the marketing authorisation of veterinary medicinal products has withdrawn the marketing authorisation of the relevant veterinary medicinal product registered in Latvia and the withdrawal of the marketing authorisation is not related to the threat to animal and human health or the environment due to the safety, efficacy and quality of medicinal products, the authorisation for the distribution of parallel imported veterinary medicinal products shall not be revoked.
[28 December 2010]
95. In order to obtain the authorisation referred to in Paragraph 91 of this Regulation, the parallel importer shall submit to the Food and Veterinary Service a submission for an authorisation for the distribution of parallel imported veterinary medicinal products (hereinafter – submission) in accordance with Annex 3 to this Regulation. The information indicated in the submission shall be accurate, truthful and not misleading.
[28 December 2010]
96. The Food and Veterinary Service shall, within seven working days after registration of the submission, examine the information provided and inform the submitter of the submission in writing, if additional information is necessary or if incomplete or erroneous information has been submitted. After examination of the information, the Food and Veterinary Service shall request the following data and documents regarding the parallel imported veterinary medicinal products from the competent authority of the Member State which has registered and evaluated the parallel imported veterinary medicinal products:

96.1. the number, date of granting and period of validity of the marketing authorisation ;

96.2. whether the parallel imported medicinal products have been released for free circulation;

96.3. the firm name, legal address and address of the place of operation (if different) of the owner (holder) of the marketing authorisation of a veterinary medicinal product;

96.4. the firm name, legal address and address of the place of operation of the undertaking of the manufacturer of veterinary medicinal products, as well as information regarding whether the special authorisation (licence) for the manufacture of veterinary medicinal products is valid;

96.5. the qualitative and quantitative composition of the veterinary medicinal product;

96.6. the shelf life of the veterinary medicinal product and the recommended storage conditions;

96.7. a description of the manufacturing method (if there is a difference between the parallel imported veterinary medicinal products and the veterinary medicinal products registered in Latvia).

[28 December 2010]
97. The Food and Veterinary Service shall examine the data and documents received, taking into account the information received from another Member State, and shall compare them to the data of the relevant veterinary medicinal product registered in Latvia. Parallel imported veterinary medicinal products shall conform to the following requirements:

97.1. they have been registered and released for free circulation in the Member State from which the parallel imported veterinary medicinal products have been supplied;

97.2. the manufacturer (re-packager) thereof has a special authorisation (licence) for manufacturing the veterinary medicinal products, and the manufacturing conforms to the requirements of good manufacturing practice;

97.3. the package leaflet and labelling thereof conforms to the requirements of this Regulation;

97.4. they are similar to veterinary medicinal products registered in Latvia;

97.5. the permissible differences from the relevant veterinary medicinal products registered in Latvia conform to the requirements of this Chapter. The differences do not affect the therapeutic significance of the parallel imported veterinary medicinal products, any risk to animal and human health is not permissible and:

97.5.1. the parallel imported veterinary medicinal products and the relevant veterinary medicinal products registered in Latvia have the same active substances and therapeutic effect, if these medicinal products have been manufactured, using the same manufacturing methods;

97.5.2. the method of administration and dose specified by the manufacturer of the parallel imported veterinary medicinal products conform to the method of administration and dose indicated in the registration dossier of the relevant veterinary medicinal products registered in Latvia;

97.5.3. the difference (if any) in the colouring agent (other colour code) is small;
97.6. in the labelling of the parallel imported veterinary medicinal products:

97.6.1. the therapeutic indications which have been approved by another Member State, but not approved for the medicinal products registered in Latvia (if such exist) are covered (for example, with a label);

97.6.2. the owner of the authorisation for distribution of parallel imported veterinary medicinal products and the manufacturer are indicated;

97.7. if the parallel imported veterinary medicinal products have been re-packaged (re-labelled):

97.7.1. the re-packager (re-labeller) of the veterinary medicinal products is indicated;

97.7.2. the composition of the veterinary medicinal products is not altered;

97.7.3. the product remains untouched;

97.7.4. the primary packaging is not opened;

97.7.5. the manufacturing batch number is indicated on the labelling of the re-packaged veterinary medicinal products separately from or together with the re-packaging batch number;

97.8. the firm name and address of the owner of the authorisation for the distribution of parallel imported veterinary medicinal products is indicated in the package leaflet and on the labelling.

[28 December 2010]
98. The Food and Veterinary Service shall evaluate the conformity of the parallel imported veterinary medicinal products with the requirements laid down in this Chapter and shall draw up an assessment report. The Food and Veterinary Service shall inform the submitter of the submission in writing if additional information is necessary in order to evaluate whether the parallel imported veterinary medicinal products and the relevant veterinary medicinal products included in the Register of Veterinary Medicinal Products of Latvia have been manufactured, using the same methods and formulas of manufacturing.
[28 December 2010]
99. The Food and Veterinary Service shall take a decision to issue an authorisation for the distribution of parallel imported veterinary medicinal products in Latvia or to refuse to issue an authorisation for the distribution of parallel imported veterinary medicinal products in Latvia. If a decision is taken to issue the authorisation, the Food and Veterinary Service shall issue the authorisation for the distribution of parallel imported veterinary medicinal products in Latvia (Annex 4).

[8 December 2009; 28 December 2010]
100. The Food and Veterinary Service shall take a decision to refuse to issue an authorisation for the distribution of parallel imported veterinary medicinal products in Latvia if:

100.1. the information provided does not conform to the requirements laid down in this Chapter;

100.2. for the purpose of protection of animal and human health (due to the safety, efficacy and quality of the medicinal products) the distribution of veterinary medicinal products registered in Latvia has been prohibited or suspended or the veterinary medicinal products have been removed from the market in Latvia or in another Member State.

[8 December 2009]
[28 December 2010]
100.1 The Food and Veterinary Service shall insert the following information on its website regarding parallel imported veterinary medicinal products:
100.1 1. labelling and approved package leaflets for parallel imported veterinary medicinal products. If the parallel imported veterinary medicinal products differ from veterinary medicinal products registered in Latvia, the difference shall be indicated;
100.1 2. parallel importers and parallel imported veterinary medicinal products. Information shall be prepared in accordance with the laws and regulations regarding the procedures for registering veterinary medicinal products.
[28 December 2010]
101. The parallel importer shall:

101.1 maintain a register, in which the information regarding the performed activities that are related to the import of parallel import medicinal products is indicated. The name, state of manufacture, batch number of the veterinary medicinal products and the amount of the imported batch shall be indicated in the register;

101.2. inform the relevant owner (holder) of the marketing authorisation of a veterinary medicinal product of the veterinary medicinal products included in the Register of Veterinary Medicinal Products of Latvia regarding the commencement of the distribution of parallel imported veterinary medicinal products in Latvia;

101.3. provide information regarding activities with parallel imported veterinary medicinal products within two weeks after receipt of a request by the Food and Veterinary Service;

101.4. provide information to the Food and Veterinary Service within two weeks, if the information indicated in the submission has changed;

101.5. if the packaging is opened when re-packaging (re-labelling), for example, in order to change the secondary packaging or package leaflet, keep one sample which contains veterinary medicinal products for comparison, for each re-packaging operation. A possibility of identifying the person responsible for the mistakes made during re-packaging (the original manufacturer or parallel importer, re-packager) shall be ensured, if such mistakes may affect the quantities of the product recalled;

101.6. keep only the packaging material if the packaging is not opened when re-packaging (re-labelling) the veterinary medicinal product.

[8 December 2009; 28 December 2010]
102. The owner (holder) of the marketing authorisation of a veterinary medicinal product shall inform the parallel importer of variations to the registration dossier of the veterinary medicinal products concurrently with submitting a submission regarding variations to the registration dossier of the veterinary medicinal products to the Food and Veterinary Service.
[28 December 2010]
103. If the Food and Veterinary Service in accordance with Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products, has approved variations to the registration dossier for veterinary medicinal products registered in Latvia, in relation to which parallel import has been performed, the Food and Veterinary Service shall:

103.1. inform in writing the owner of the authorisation for the distribution of parallel imported veterinary medicinal products or the submitter of the submission regarding the approved variations to the description, package leaflet, labelling of the relevant veterinary medicinal product and regarding the change of the medicinal product classification;

103.2. issue a copy of the amended medicinal product description approved by the Food and Veterinary Service for the relevant veterinary medicinal products registered in Latvia, to the owner of the authorisation for the distribution of parallel imported veterinary medicinal products or the submitter of the submission.

[28 December 2010]
104. If variations have been made to the registration dossier of veterinary medicinal products, the wholesaler which has received an authorisation to perform the parallel import of the veterinary medicinal products shall:

104.1. suspend the parallel import of the veterinary medicinal products, if the variations have been made in the state, which issued the marketing authorisation of a veterinary medicinal product, and submit a submission to the Food and Veterinary Service for approval of variations to the authorisation for the distribution of parallel imported veterinary medicinal products. Information confirming the relevant variations shall be appended to the submission. The distribution of parallel imported veterinary medicinal products shall be resumed after receipt of the decision of the Food and Veterinary Service regarding the approval of variations to the authorisation for the distribution of parallel imported veterinary medicinal products;

104.2. submit the submission to the Food and Veterinary Service for approval of variations to the authorisation for the distribution of parallel imported veterinary medicinal products after the data referred to in Paragraph 103 of this Regulation has been received. Information confirming the relevant variations shall be appended to the submission. The distribution of parallel imported veterinary medicinal products shall be resumed after receipt of the decision of the Food and Veterinary Service to approve variations to the authorisation for the distribution of parallel imported veterinary medicinal products;

104.3. ensure the implementation of the relevant variations to the package leaflet and labelling of the parallel imported veterinary medicinal products, observing the requirements and terms specified by the Food and Veterinary Service.

[28 December 2010]
105. If legal details of the owner of the authorisation for the distribution of parallel imported medicinal products change, he or she shall notify the Food and Veterinary Service thereof in writing. The Food and Veterinary Service shall take a decision to grant a new authorisation for the distribution of parallel imported veterinary medicinal products in accordance with the procedures laid down in the Administrative Procedure Law.
[28 December 2010]
106. The submitter shall cover the costs related to the evaluation of the submission for the receipt of an authorisation for the distribution of parallel imported veterinary medicinal products in accordance with laws and regulations and the payment for the State supervision and control activities performed and paid services provided by the Food and Veterinary Service for public services. If the Food and Veterinary Service does not issue an authorisation for the distribution of parallel imported veterinary medicinal products, or revokes it, the costs related to the evaluation of the medicinal products shall not be reimbursed.
[28 December 2010]
107. The Food and Veterinary Service shall take a decision to revoke the authorisation for the distribution of parallel imported veterinary medicinal products if:

107.1. the marketing authorisation of the parallel imported veterinary medicinal products in the manufacturing country, the Member State from which the medicinal products are supplied or of the veterinary medicinal products registered in Latvia has been revoked for reasons related to the risk to human and animal health (safety, quality or efficacy of the medicinal products);

107.2. the information indicated in the submission has changed, but the Food and Veterinary Service has not been informed thereof;

107.3. the manufacture of the parallel imported veterinary medicinal products does not conform to the requirements of good manufacturing practice;

107.4. re-registration for the distribution of the parallel imported veterinary medicinal products in Latvia has been refused.

[28 December 2010]
108. The Food and Veterinary Service shall take a decision to suspend the authorisation for the distribution of parallel imported medicinal products if:

108.1. the operation of the marketing authorisation of the parallel imported veterinary medicinal products in the manufacturing country, supplying country or the relevant veterinary medicinal products registered in Latvia has been suspended for reasons related to the risk to human or animal health (safety, quality or efficacy of the medicinal products);

108.2. the owner of the authorisation for the distribution of parallel imported veterinary medicinal products in Latvia has not provided data and documents regarding the variations to the marketing authorisation or the legal name or has not implemented the variations in accordance with the procedures laid down in this Regulation;

108.3. the manufacture of the parallel imported veterinary medicinal products does not conform to the requirements of good manufacturing practice;

108.4. the authorisation for the distribution of parallel imported veterinary medicinal products in Latvia has not been re-registered.

[28 December 2010]
109. The Food and Veterinary Service shall inform the owner of the authorisation for parallel distribution of veterinary medicinal products of the decision taken in writing (with justification) in accordance with the procedures laid down in the Administrative Procedure Law.
[28 December 2010]
110. The Food and Veterinary Service shall revoke a decision to suspend an authorisation for the distribution of parallel imported veterinary medicinal products on the basis of a submission of the owner of the relevant authorisation if the reasons for suspending the operation of the authorisation have been eliminated.
[28 December 2010]
111. Upon request the Food and Veterinary Service shall provide information to the competent authority of another Member State regarding the parallel imported veterinary medicinal products.
[28 December 2010]
XII. Requirements for the Parallel Distribution of Veterinary Medicinal Products
112. The parallel distribution of veterinary medicinal products is the supply of veterinary medicinal products registered by the centralised procedure for the registration of medicinal products referred to in Regulation No 762/2004 of the European Parliament and of the Council from one Member State to another Member State, if it is performed by the wholesaler of veterinary medicinal products who is not the manufacturer of the veterinary medicinal products, the owner (holder) of the marketing authorisation or an authorised representative thereof (hereinafter – parallel distributor).

113. The parallel distributor shall declare the intention thereof of the centralised distribution of registered veterinary medicinal products to:

113.1. the owner (holder) of the marketing authorisation of a veterinary medicinal product and to the Food and Veterinary Service, but if medicinal products are supplied to another Member State – to the competent authority of the relevant Member State;

113.2. the owner of the veterinary medicinal product trademark, prior to the release for sale of re-packaged products, and upon request of the owner of the veterinary medicinal product trademark, shall supply him or her with a sample of the re-packaged product;

113.3. the European Medicines Agency in accordance with Paragraphs 116 and 117 of this Regulation.

[28 December 2010]
114. The owner of the veterinary medicinal product trademark shall not be permitted to use trademark rights to prohibit re-packaging in the cases referred to in Paragraph 93 of this Regulation.

115. The parallel distribution of veterinary medicinal products is also permitted if the owner (holder) of the marketing authorisation of centrally registered veterinary medicinal products has not commenced the distribution of such medicinal products in Latvia.

116. The parallel distributor shall submit a notification to the European Medicines Agency regarding parallel distribution of centrally registered medicinal products (hereinafter – notification) in accordance with the sample specified by the European Medicines Agency, which has been published in Latvian on the website of the Food and Veterinary Service.
[28 December 2010]
117. If amendments are made to annexes of the marketing authorisation of centrally registered veterinary medicinal products or if data in the information provided in the notification of the parallel distributor change (for example, data regarding the re-packager or parallel distributor of veterinary medicinal products change), the parallel distributor shall submit a notification regarding changes in the parallel distribution of centrally registered medicinal products in accordance with the sample specified by the European Medicines Agency, which has been published in Latvian on the homepage of the Food and Veterinary Service. The notification shall also be submitted in cases where the Member State, in which the distribution of the centrally registered veterinary medicinal products is intended, changes.
[28 December 2010]
118. The parallel distributor is entitled to implement only the following variations related to the packaging of centrally registered veterinary medicinal products:

118.1. the provision of information on the labelling and in the package leaflet in the language of the state in which the veterinary medicinal products are offered on the market, and the information is identical in all languages used on the labelling and in the package leaflet;

118.2. variations to the size of the packaging provided that the offered size of packaging conforms to the package size indicated in the registration dossier of the veterinary medicinal products registered by the centralised registration procedure.

XIII. Requirements for the Quality Control of Immunological Veterinary Medicinal Products
119. Prior to distribution, an owner (holder) of a marketing authorisation of an immunological veterinary medicinal product shall submit unpackaged samples of this batch of medicinal products for testing at an official laboratory for the control of medicinal products.

120. The owner (holder) of the marketing authorisation of a veterinary medicinal product shall submit samples to the Food and Veterinary Service concurrently with a copy of the batch release certificate of the relevant medicinal products, which has been signed by the qualified person in accordance with the laws and regulations regarding the procedures for the manufacture and control of veterinary medicinal products, except in cases where the immunological veterinary medicinal products have been manufactured in another Member State and the competent authority of that state has tested the relevant batch of medicinal products and confirmed compliance with the approved specifications. If necessary, the Food and Veterinary Service shall organise testing of samples. The Food and Veterinary Service is entitled to recognise the testing results of an official laboratory for the control of medicinal products of another Member State. If the veterinary medicinal products have been manufactured in Latvia, the Food and Veterinary Service, on the basis of the manufacturing protocol of the batch and the testing results, shall confirm the compliance thereof with the approved specifications.
[28 December 2010]
121. The Food and Veterinary Service shall inform the European Directorate for the Quality of Medicines and other Member States, in which the relevant veterinary medicinal products have been registered, of the intention to implement the testing referred to in Paragraph 120 of this Regulation.
[28 December 2010]
122. If the competent authority of another Member State informs the Food and Veterinary Service of the intention to perform the testing referred to in Paragraph 120 of this Regulation, the Food and Veterinary Service shall not perform the abovementioned testing.
[28 December 2010]
123. After examination of the batch release certificate of medicinal products referred to in Paragraph 120 of this Regulation the laboratory responsible for the quality control of veterinary medicinal products, using the samples handed over to the laboratory, shall repeat any batch release testing of medicinal products performed by the manufacturer of veterinary medicinal products in accordance with the registration dossier of the veterinary medicinal product.

124. The number of such tests, which are repeated by the laboratory responsible for the control of veterinary medicinal products, may only be reduced provided that all Member States where the relevant medicinal products have been registered and, if necessary, the European Directorate for the Quality of Medicines agree thereto.

125. The number of such tests of immunological veterinary medicinal products registered by the centralised registration procedure in accordance with Regulation No 762/2004 of the European Parliament and of the Council, which are repeated by the laboratory responsible for the control of veterinary medicinal products, may only be reduced upon agreement with the European Medicines Agency.

126. The Food and Veterinary Service shall recognise the testing results, if tests have been performed by another Member State in accordance with Paragraph 122 of this Regulation.
[28 December 2010]
127. The Food and Veterinary Service shall perform the testing referred to in Paragraph 120 of this Regulation in accordance with the procedures laid down in the Administrative Procedure Law, but not later than within 60 days after receipt of the samples. If a longer period of time is required for the performance of testing, the Food and Veterinary Service shall inform the European Commission of the period required and justify it.
[28 December 2010]
128. The Food and Veterinary Service shall inform the European Directorate for the Quality of Medicines, the Member State where the relevant medicinal products have been registered, the owner (holder) of the immunological veterinary medicinal product certificate and the manufacturer of immunological veterinary medicinal products, of the testing results within 60 days.
[28 December 2010]
129. If the batch of immunological veterinary medicinal products does not conform to the batch release certificate of veterinary medicinal products submitted by the manufacturer of veterinary medicinal products or the conditions of the registration dossier of the veterinary medicinal products, the Food and Veterinary Service shall take a decision to issue the authorisation for the distribution of immunological veterinary medicinal products or to refuse to issue the authorisation in accordance with the requirements of this Regulation and inform thereof the Member States where the relevant medicinal products have been registered.

[28 December 2010]
XIV. Procedures for the Recall of Veterinary Medicinal Products
130. The supply of veterinary medicinal products is prohibited and the recall of veterinary medicinal products from the market shall be ensured if one or several of the following conditions apply to such medicinal products:

130.1. the veterinary medicinal products constitute a hazard to animal or human health, when administering the medicinal products in accordance with the package leaflet and in accordance with the conditions of the registration dossier;

130.2. the veterinary medicinal products have no therapeutic effect;

130.3. the risk-benefit ratio of the veterinary medicinal products is unfavourable in the permitted conditions of use;

130.4. the qualitative and quantitative composition of the veterinary medicinal product does not conform with that indicated in the registration dossier;

130.5. the quality control of the veterinary medicinal products or the stocks thereof and the control of the intermediate phase of the manufacturing process has not been performed or another condition for granting of a special authorisation (licence) for the manufacture of veterinary medicinal products has not been met;

130.6. the period of excretion of the medicinal product from the organism exceeds the withdrawal period of medicinal products specified in the laws and regulations regarding the maximum permissible amounts of medicinal product residues in food products of animal origin.

[8 December 2009]
131. The recall of a batch is an activity which is performed in order to remove a batch from the network of distribution and customers. The recall of a batch may be partial, if it is applied to specific distributors or users.

132. The owner (holder) of the marketing authorisation of a veterinary medicinal product shall inform the Food and Veterinary Service:

132.1. regarding any activity, which he or she performs in order to suspend the distribution of veterinary medicinal products or to remove such medicinal products from the market, and regarding a justification for the relevant activity, if the referred to activity concerns the effect of the veterinary medicinal products or the protection of animal or human health; and

132.2 regarding each quality defect of veterinary medicinal products established, if the batch of veterinary medicinal products or part thereof does not conform to the conditions referred to in the registration dossier and these medicinal products constitute a hazard to animal and human health. The quality defect of veterinary medicinal products shall be evaluated in accordance with the quality defect classification of medicinal products in the European Commission’s Compilation of Community Procedures on Inspections and Exchange of Information, and the state shall be indicated, to which the defective veterinary medicinal products have been sent.
[8 December 2009; 28 December 2010]
133. If there are doubts regarding the quality of veterinary medicinal products, regarding the counterfeit medicinal products referred to in Paragraph 56 of this Regulation or if a declaration has been received that the quality of veterinary medicinal products does not conform to the conditions referred to in the registration dossier of the relevant medicinal products, the importer, wholesaler, pharmacy, veterinary pharmacy, veterinary medical care merchant or practising veterinarian shall notify the Food and Veterinary Service thereof. If the Food and Veterinary Service has not received the notification of the owner (holder) of the marketing authorisation of a veterinary medicinal product regarding the quality defect or the recall of the medicinal products, the importer or wholesaler shall submit such declaration to the Food and Veterinary Service.
[28 December 2010]
134. If a decision has been taken to suspend the distribution of veterinary medicinal products and to recall veterinary medicinal products from the market, the owner (holder) of the relevant marketing authorisation of a veterinary medicinal product, the manufacturer, importer and wholesaler of veterinary medicinal products, the veterinary pharmacy, the pharmacy, the practising veterinarian or the veterinary medical care merchant shall notify the persons to which the relevant medicinal products have been distributed of the decision taken, by telephone, fax, electronically or by the use of other means of communication. If the information is provided by telephone, a notification shall also be sent in writing. The notification shall indicate:

134.1. the veterinary medicinal product to which the notification of the suspension of the distribution of the veterinary medicinal product and recall from the market relates – the name, strength, form, batch number and registration number in the Register of Veterinary Medicinal Products of Latvia;

134.2. the reason for the suspension of distribution and recall of the veterinary medicinal products;

134.3. the class of quality defect (first, second or third) and a description;

134.4. the degree of urgency for the recall;

134.5. information regarding informing of all clients regarding the recall of the veterinary medicinal product or only those clients which have received a batch of the veterinary medicinal product to be recalled;

134.6. information regarding the recall of the veterinary medicinal products from the network of retail trade or from the entire market (if such is specified);

134.7. further action with these medicinal products;

134.8. the procedures for returning the veterinary medicinal products to the supplier of veterinary medicinal products or to the owner (holder) of the marketing authorisation of a veterinary medicinal product;

134.9. 134.9. the procedures for the collection and disposal of the veterinary medicinal products;

134.10. the procedures for covering the losses.

135. A person who ensures the suspension of the distribution of medicinal products and the recall of medicinal products from the market shall register the following information:

135.1. the date, time and method of receipt (for example, by telephone, by fax, electronically) of the notification regarding the suspension of the distribution of veterinary medicinal products and the recall of the veterinary medicinal products from the market;

135.2. the name, given name, surname, position, telephone number, fax number and e-mail address of the provider of the notification regarding the suspension of the distribution of veterinary medicinal products and the recall of the veterinary medicinal products from the market;

135.3. the name, strength, form, batch number, registration number in the Register of Veterinary Medicinal Products of Latvia, the class of quality defect (first, second or third) and a description of the quality defect of the veterinary medicinal products to which the notification regarding the suspension of the distribution of the veterinary medicinal products and the recall of the veterinary medicinal products applies;

135.4. the person (given name, surname and position) responsible for the suspension of the distribution of the veterinary medicinal products and the recall of the veterinary medicinal products from the market;

135.5. the commencement (date, time) of the suspension of the distribution of the veterinary medicinal products and the recall of the veterinary medicinal products from the market.

136. The persons referred to in Paragraph 134 of this Regulation shall submit the notification to the Food and Veterinary Service regarding the recall of veterinary medicinal products (Annex 6) not later than within 10 days after completion of the recall of the veterinary medicinal products from the market.

[8 December 2009; 28 December 2010]
137. If the Food and Veterinary Service has established a quality defect of veterinary medicinal products, the Food and Veterinary Service and the persons referred to in Paragraph 134 of this Regulation shall, by telephone and in writing (by fax or electronically), inform regarding suspending the distribution and recalling the veterinary medicinal products:

137.1. within four hours after establishing the fact in the event of a quality defect under Class I (Paragraph 1 of Annex 5) of the veterinary medicinal product or if counterfeit medicinal products are established;

137.2. within 24 hours after establishing the fact in the event of a quality defect under Class II (Paragraph 2 of Annex 5) of the veterinary medicinal product;

137.3. within 48 hours after establishing the fact in the event of a quality defect under Class III (Paragraph 3 of Annex 5) of the veterinary medicinal product.

[28 December 2010]
138. If a quality defect is established in exported veterinary medicinal products, the owner (holder) of the marketing authorisation of a veterinary medicinal product and the wholesale trader within four hours after establishing the fact shall, electronically and in writing, notify the consignee of the veterinary medicinal products in a third country and the Food and Veterinary Service of the product defect.

[8 December 2009; 28 December 2010]
139. The owner (holder) of the marketing authorisation of a veterinary medicinal product, the manufacturer, importer or wholesaler of veterinary medicinal products shall submit a notification to the Food and Veterinary Service:

139.1. regarding a continuously operating telephone number (or other means of communication) which is available for communication at any time of the day or night and the contact persons who are responsible for the recall of the veterinary medicinal products in accordance with the sample indicated in Annex 7 to this Regulation;

139.2. regarding changes in the information referred to in Sub-paragraph 139.1 of this Regulation – within three days after making thereof.

[8 December 2009; 28 December 2010]
140. [28 December 2010]

141. A veterinary medical care merchant, a veterinary pharmacy, a pharmacy and a practising veterinarian shall submit information to the Food and Veterinary Service regarding a continuously operating telephone number (or other means of communication) which is available for communication with the persons responsible for the recall of the veterinary medicinal products and shall inform the Food and Veterinary Service of the changes within three days after the changes have been made.

XV. Duties of the Competent Authority and the Procedure for Rapid Alert

142. The procedure for rapid alert specified in this Chapter shall not apply to the procedure for rapid alert related to the supervision of adverse reaction caused by the use of veterinary medicinal products.

143. After receipt of the notification referred to in Paragraphs 132 and 133 of this Regulation and a rapid alert notification (hereinafter – notification), the Food and Veterinary Service shall assess it, also ascertaining whether the information provided therein does not apply to adverse effects caused by the administration of veterinary medicinal products and, if the quality defect of veterinary medicinal products may constitute a hazard to human or animal health, assess the potential risk posed to animal and human health, the type, extent and probability of the risk. The following information shall be indicated in the assessment:

143.1. the risk to animal or human health, if the possible quality defect actually exists. The risk shall be assessed if the veterinary medicinal products with a quality defect are used for a long period of time (whether the medicinal products have a cumulative effect) or they have an immediate effect. In such case the following shall be assessed:

143.1.1. the risk to health of the people who administer the relevant medicinal products for treatment of animals;

143.1.2. the risk to health of the people who use food products acquired from animals which have been treated with the relevant medicinal products, as well as the risk posed by the amount of residue of veterinary medicinal products with a quality defect in food products of animal origin;

143.2. the possibility that the defect actually exists and occurs in the medicinal products supplied by the manufacturer of veterinary medicinal products;

143.3. the possibility that the administration of immunological veterinary medicinal products may hinder the implementation of a national programme for the diagnosing, control and combating of the infectious diseases of animals, if there are suspicions regarding a defect of vaccines (cross-contamination with a virus);

143.4. whether the potential threat to animal and human health is such that emergency measures should be performed (informing the parties referred to in Paragraph 139 of this Regulation regarding an emergency situation at any time of the day or night), or whether the persons responsible for the recall of the veterinary medicinal products may be informed of the event during working hours;

143.5. information provided by the manufacturer of veterinary medicinal products regarding:

143.5.1. other notifications related to the quality defect of the medicinal products;

143.5.2. the distribution of the batch (for example, distributed to known practising veterinarians, widely distributed in retail trade);

143.5.3. the date when the distribution of the veterinary medicinal products with a quality defect or the batches of these medicinal products was commenced and the date when the last distribution was performed;

143.5.4. the amount of remaining veterinary medicinal products held in stock with the manufacturer of veterinary medicinal products;

143.5.5. the possibility that other batches of such medicinal products may have the same defect, and the distribution of the batches of such medicinal products;

143.6. the nature of the situation if these medicinal products are not available, the availability of alternative medicinal products and the effect on animal health if supplies are discontinued;

143.7. if further activities are to be performed and whether an assessment may be performed of other batches of the same medicinal products or of other veterinary medicinal products, and whether examination of the issues is continued;

143.8. a temporary or permanent prohibition to sell the remaining veterinary medicinal products held in stock;

143.9. the need for the inspection of good manufacturing practice in the undertaking of the merchant manufacturing veterinary medicinal products, in order to prevent the re-occurrence of similar situations;

143.10. whether a notification is to be distributed to all or specific professionals involved in veterinary medical care and whether a notification regarding the recall is to be distributed in the mass media, and whether the information is to be published on the homepage of the competent authorities, in press publications or in a similar manner.

[8 December 2009; 28 December 2010]
144. Rapid alert means ensuring that a notification is urgently sent to the competent authority of another state regarding a definite recall of a batch of veterinary medicinal products.

145. The procedure for rapid alert (hereinafter – rapid alert) is the sending of information regarding the recall of veterinary medicinal products in the rapid alert system, if the relevant medicinal products have a quality defect or if counterfeit veterinary medicinal products have been established and emergency work is required in order to protect animal and human health. Exchange of information shall take place between the Food and Veterinary Service and:

145.1. the competent authorities of the European Union Member States and the European Economic Area States;

145.2. the competent authority of a European Union candidate country which has signed the co-operation agreement with medicine agencies;

145.3. the secretariat of the Pharmaceutical Inspection Co-operation Scheme;

145.4. the European Directorate for the Quality of Medicines;

145.5. the competent authority in the state with which the European Union has entered into a mutual recognition agreement for the conformity assessment of good manufacturing practice of medicinal products.

[28 December 2010]
146. The Food and Veterinary Service shall ensure rapid alert at any time of the day or night.

[8 December 2009; 28 December 2010]
147. In order to ensure the efficacy of rapid alert, the Food and Veterinary Service shall only send urgent information via the rapid alert system, if the hazard to animal and human health does not allow any kind of delay. The procedure may also be used in order to transmit warning information regarding the safety of administration of the veterinary medicinal products or the recall of the veterinary medicinal products for safety reasons, or regarding activities to be performed in relation to the recall of the veterinary medicinal products.

[8 December 2009, 28 December 2010]
148. The Food and Veterinary Service shall:

148.1. ensure that:

148.1.1. a rapid alert notification regarding a Class I defect (Annex 5, Paragraph 1) is sent to all the Member States and authorities referred to in Sub-paragraphs 145.2, 145.3, 145.4 and 145.5 of this Regulation regardless of whether the batch of veterinary medicinal products to be recalled has been exported to the relevant country;

148.1.2. a rapid alert notification regarding a Class II defect (Annex 5, Paragraph 2) is sent only to the Member States and authorities referred to in Sub-paragraphs 145.2, 145.3, 145.4 and 145.5 of this Regulation and regarding which it is known or justifiably suspected that the batch of veterinary medicinal products to be recalled has been distributed in these countries. If in case of parallel import it is not possible to trace the relevant batch of medicinal products, the rapid alert notification shall be sent to the competent authorities of all Member States;

148.2. not send a rapid alert notification regarding a Class III defect (Annex 5, Paragraph 3);

148.3. send a rapid alert notification regarding the recall of veterinary medicinal products or the prohibition of distribution in relation to the revocation of a licence for the manufacturing or import for veterinary medicinal products to all Member States and the authorities referred to in Sub-paragraph 145.5 of this Regulation, if continued distribution of the relevant medicinal products constitutes a hazard to animal or human health.

[8 December 2009; 28 December 2010]
149. The Food and Veterinary Service shall complete the rapid alert notification regarding a quality defect/the recall of veterinary medicinal products (hereinafter – rapid alert notification) (Annex 8) in English and send it together with a list of the distributed veterinary medicinal products appended thereto to the addressee by fax or, if possible, electronically. The rapid alert notification shall be sent:

149.1. within four hours after establishment of the fact of a Class I defect (also applies to the sending of data in the rapid alert system). If necessary, information shall also be provided by the telephone, which has been indicated as the means of communication outside working hours;

149.2. within 12 hours after establishment of the fact of a Class II defect. The Food and Veterinary Service shall send the notification via the rapid alert system not later than within 24 hours after giving of the notification in Latvia;

149.3. within 48 hours after establishment of the fact of a Class III defect. The Food and Veterinary Service shall not provide a notification regarding a Class III defect via the rapid alert system.

[8 December 2009; 28 December 2010]
150. The Food and Veterinary Service shall:

150.1. draw up the following internal laws and regulations:

150.1.1. the procedures for the receipt of a rapid alert notification;

150.1.2. the procedures for evaluating a rapid response notification;

150.1.3. the procedures for informing regarding a rapid alert notification which, using the rapid alert, shall be sent to persons which are included in the list of rapid alert of the European Medicines Agency;

150.1.4. the procedures for providing information regarding a quality defect, which is not urgent, and regarding further activities to be performed (Annex 9);

150.2. issue an order regarding an official who is responsible for sending a rapid alert notification. Information regarding the official shall be provided to the European Medicines Agency, indicating the given name and surname of the official and the method of communication during working hours and outside working hours, as well as inform regarding changes in the data;
150.3. provide the information and support necessary to the owner (holder) of the marketing authorisation of a veterinary medicinal product during the process of recall of veterinary medicinal products and supervise the efficacy of the recall process of veterinary medicinal products;

150.4. notify without delay information regarding the recall of veterinary medicinal products to the persons referred to in Paragraph 145 of this Regulation, if the quality defect causes a serious risk to the public and animal health;

150.5. examine the conditions of distribution of the veterinary medicinal products with a quality defect and supervise that the manufacturer and importer of veterinary medicinal products and the owner (holder) of the marketing authorisation of a veterinary medicinal product performs the necessary activities for the prevention of the distribution of veterinary medicinal products with a quality defect;

150.6. provide the information regarding the quality defect of the veterinary medicinal products, which is not urgent, in accordance with Annex 9 to this Regulation.

[8 December 2009; 28 December 2010]
151. The Food and Veterinary Service shall examine each case individually and assess the severity of the defect, the potential harm posed thereby to animal and human health and the environment, and the opportunities for distributing batches of veterinary medicinal products with a quality defect.

[28 December 2010]
152. If the veterinary medicinal products with a quality defect (also applies to parallel imported veterinary medicinal products and parallel distributed veterinary medicinal products) are initially discovered in Latvia, the Food and Veterinary Service shall:

152.1. examine the quality defect and issue an order regarding a rapid alert notification (if the veterinary medicinal products have been registered by the national registration procedure);
152.2. lead the examination of the quality defect and issue an order regarding a rapid alert notification (if the veterinary medicinal products have been registered by the centralised registration procedure, or if the veterinary medicinal products have been registered both by the centralised and national registration procedure). Proposals to the authorities involved in the recall of the veterinary medicinal products regarding recommended activities shall be provided in the notification.

[8 December 2009; 28 December 2010]
153. The Food and Veterinary Service may agree with the European Medicines Agency and a representative of the Committee for Medicinal Products for Veterinary Use of the European Medicines Agency who is the rapporteur in the Committee for Medicinal Products for Veterinary Use regarding medicinal products, regarding the activities to be performed in the recall of the veterinary medicinal products.

[8 December 2009; 28 December 2010]
154. When using rapid alert, different types of packaging in which the product may be packed shall be described, if such information has been received from the European Medicines Agency.

155. In case of parallel distribution, if the veterinary medicinal products have been re-packaged, but the defect is not related to re-packaging, but has arisen during the manufacturing process of the veterinary medicinal products, a description of different types of packaging, in which the product may be distributed, shall be included in the notification, if information regarding the types of packaging has been received from the European Medicines Agency.

156. When using rapid alert, information shall be sent to the states and authorities referred to in Paragraph 145 of this Regulation regarding the possible distribution of counterfeit veterinary medicinal products, the distribution of veterinary medicinal products which have been manufactured, packaged, distributed or advertised illegally, or the distribution of veterinary medicinal products containing counterfeit raw materials.

157. The Food and Veterinary Service shall create and maintain a system in order to ensure the receipt of notifications, if suspicions have arisen regarding a product with a defect, as well as create, maintain and update a list of the recall of veterinary medicinal products in accordance with the European Commission’s Compilation of Community Procedures on Inspections and Exchange of Information.

[8 December 2009; 28 December 2010]
158. The Food and Veterinary Service shall ensure and supervise the implementation of the decision to suspend the distribution of veterinary medicinal products and to recall veterinary medicinal products, as well as the subsequent activities to be performed.

[28 December 2010]
158.1 The Food and Veterinary Service shall insert the following information regarding the recalled veterinary medicinal products on its website:
158.1 1. the name, strength, form, batch number of veterinary medicinal products, the firm name of the manufacturer and the state of manufacture, but for registered veterinary medicinal products also registration number;
158.1 2. the reason for recall and a description of the defect of veterinary medicinal products.
[28 December 2010]
159. If veterinary medicinal products to be recalled are taken out of circulation by the owner (holder) of the marketing authorisation of a veterinary medicinal product or the manufacturer or importer of veterinary medicinal products, he or she shall cover the losses caused to persons who have purchased and used the veterinary medicinal products, as well as the costs related to the collection, transportation to the place of disposal and disposal of such medicinal products.

160. If veterinary medicinal products of poor quality are established and they are taken out of circulation by a person who is not the owner (holder) of the marketing authorisation of a veterinary medicinal product or the manufacturer or importer of the veterinary medicinal products, the losses caused to persons who have purchased and used such veterinary medicinal products, as well as the costs related to the collection, transportation to the place of disposal and disposal of such medicinal products shall be covered by the person due to whose fault the medicinal products have lost their quality.

161. Veterinary medicinal products unsuitable for distribution shall be disposed of in accordance with the laws and regulations regarding the disposal of hazardous waste.

XVI. Requirements for the Distribution of Unregistered Veterinary Medicinal Products
162. Unregistered veterinary medicinal products shall be distributed by a merchant to which the Food and Veterinary Service has issued an authorisation for the distribution of unregistered veterinary medicinal products.
[28 December 2010]
163. The Food and Veterinary Service shall verify the justification for prescribing unregistered veterinary medicinal products, in case of doubt and suspicion requesting an opinion of the Latvian Association of Veterinarians on the justification for prescribing unregistered veterinary medicinal products.
[28 December 2010]
164. Prior to prescribing unregistered veterinary medicinal products a practising veterinarian and a veterinary medical care merchant shall obtain information regarding the properties of such medicinal products in order to assess the therapeutic benefits and safety thereof.

165. If the Food and Veterinary Service, on the basis of reasons of animal and public health, has received a submission for an authorisation to distribute veterinary medicinal products registered in another Member State, the Food and Veterinary Service shall:

165.1. notify the owner (holder) of the marketing authorisation of a veterinary medicinal product in the relevant Member State of the recommendation to grant an authorisation for the distribution of the specific medicinal products in Latvia;

165.2. request that the competent authority of the relevant Member State submits a copy of the assessment report of the veterinary medicinal products and a copy of the valid marketing authorisation of the relevant medicinal products.

[28 December 2010]
166. In order to receive an authorisation for the distribution of unregistered veterinary medicinal products (Annex 10) in the case referred to in Paragraph 165 of this Regulation, the owner (holder) of a marketing authorisation issued in another Member State, the submitter of a submission for registration (if the veterinary medicinal products are in the process of registration) or a veterinary medical institution is entitled to submit a submission to the Food and Veterinary Service.
[28 December 2010]
167. The owner (holder) of an authorisation for the distribution of unregistered veterinary medicinal products or the submitter of a submission for registration (if the medicinal products are in the process of registration) shall, in accordance with the requirements of this Regulation, submit the packaging of the veterinary medicinal products with the labelling and package leaflet in the official language to the Food and Veterinary Service.
[28 December 2010]
168. If an authorisation for the distribution of unregistered veterinary medicinal products has been issued, on the basis of Paragraph 165 of this Regulation, the owner (holder) of the authorisation for the distribution of unregistered veterinary medicinal products shall:

168.1. ensure the supervision of the adverse reaction caused by the use of the veterinary medicinal products; and

168.2. observe the requirements laid down in the laws and regulations regarding the advertising of veterinary medicinal products.

169. The Food and Veterinary Service shall provide information on the website of the Food and Veterinary Service regarding the unregistered veterinary medicinal products for which an authorisation for the distribution of unregistered veterinary medicinal products has been issued in the case referred to in Paragraph 165 of this Regulation, indicating the name, strength and form of the relevant medicinal product, the given name and surname or the firm name and address of the manufacturer of veterinary medicinal products and the owner (holder) of the marketing authorisation, as well as the belonging of the veterinary medicinal products to prescription or non-prescription medicinal products.
[28 December 2010]
170. The Food and Veterinary Service shall notify the European Commission of the unregistered veterinary medicinal products for which an authorisation for the distribution of unregistered veterinary medicinal products in Latvia has been issued in accordance with Paragraph 165 of this Regulation, and of the unregistered veterinary medicinal products, the distribution of which is no longer permitted in Latvia, indicating the given name, surname or the firm name and address of the owner (holder) of the distribution authorisation.
[28 December 2010]
171. A person who is entitled to distribute veterinary medicinal products may supply and distribute unregistered veterinary medicinal products, if this person has received an authorisation for the distribution of non-registered veterinary medicinal products, which has been issued on the basis of Paragraph 165 of this Regulation. If unregistered veterinary medicinal products are distributed by a parallel importer, he or she shall observe the requirements specified for the parallel import of veterinary medicinal products in accordance with this Regulation.

172. It is permitted to distribute unregistered veterinary medicinal products in cases where a person who has the right to distribute veterinary medicinal products has received an authorisation for the distribution of unregistered veterinary medicinal products (Annex 12). In order to receive the authorisation referred to, a submission (Annex 13) shall be submitted to the Food and Veterinary Service, to which a request of a veterinary medical care merchant or a copy of a prescription issued by a practising veterinarian is appended.
[28 December 2010]
173. A person who has received the authorisation for the distribution of unregistered veterinary medicinal products referred to in Paragraph 172 of this Regulation may only distribute the unregistered veterinary medical products indicated in the authorisation to the veterinary medical care merchants or practising veterinarians indicated in the authorisation.

174. Prior to submitting a submission for the receipt of an authorisation for the distribution of unregistered veterinary medicinal products, a submitter shall cover the expenditure for the veterinary medical product assessment in accordance with the laws and regulations regarding the payment for State supervision and control activities performed and paid services provided by the Food and Veterinary Service.
[28 December 2010]
175. The Food and Veterinary Service shall take a decision to issue an authorisation for the distribution of unregistered veterinary medicinal products:

175.1. in the case referred to in Paragraph 172 of this Regulation – within 10 working days after receipt of the submission or, if the opinion referred to in Paragraph 163 of this Regulation has been requested, within 10 working days after receipt of such opinion;

175.2. in the case referred to in Paragraph 165 of this Regulation – in accordance with the procedures laid down in the Administrative Procedure Law.

[8 December 2009; 28 December 2010]
175.1 The Food and Veterinary Service shall insert information on its website regarding the veterinary medicinal products, to which the authorisation for the distribution of unregistered veterinary medicinal products referred to in Paragraph 172 of this Regulation has been issued, indicating:
175.1 1. the name, strength or concentration and pharmaceutical form of veterinary medicinal products;
175.1 2. the international non-proprietary name of the active substance;
175.1 3. the name, address of the holder (keeper) or person requesting a marketing authorisation of veterinary medicinal products and the name of such state of the European Economic Area, which has granted the registration certificate or in which a submission for the receipt of a marketing authorisation has been submitted;
175.1 4. the name of the manufacturer and the state of manufacture of veterinary medicinal products;
175.1 5. the veterinary anatomical therapeutic chemical classification code;
175.1 6. classification;

175.1 7. the wholesaler (name, number of the licence for veterinary pharmaceutical activity, address), which has received an authorisation for the distribution of unregistered veterinary medicinal products and is distributing the relevant medicinal products.
[28 December 2010]
176. The Food and Veterinary Service shall take a decision to revoke an authorisation for the distribution of unregistered medicinal products if:

176.1. the veterinary medicinal products indicated in the authorisation are being registered in Latvia;

176.2. information regarding the possible risk to animal and human life in relation to the safety, quality and efficacy of the relevant veterinary medicinal product is at the disposal thereof;

176.3. the submitter of the submission has provided false information regarding the unregistered veterinary medicinal products.

[28 December 2010]
XVII. Control of Distribution of Veterinary Medicinal Products

177. The Food and Veterinary Service shall supervise and control the procedures for the distribution of parallel imported and parallel distributed veterinary medicinal products.

[28 December 2010]
178. [28 December 2010]

179. In case of widespread epizootic diseases or hazard of disease, the Food and Veterinary Service is entitled to permit temporary distribution and administration of unregistered immunological veterinary medicinal products, if appropriate immunological veterinary medicinal products have not been registered, are not available or appropriate veterinary medicinal products are available in small quantity in Latvia. The Food and Veterinary Service is entitled to permit the bringing in and administration of the abovementioned medicinal products, if an authorisation of the European Commission for the administration of such medicinal products has been received. In order to receive an authorisation of the European Commission for the administration of such medicinal products, the Food and Veterinary Service shall inform the European Commission of clearly formulated mandatory conditions of administration for the immunological veterinary medicinal products.
[28 December 2010]
180. If an animal is being exported to a third country, the Food and Veterinary Service is entitled to authorise the administration of immunological veterinary medicinal products for medical treatment of the particular animal, which have not been registered in the Register of Veterinary Medicinal Products of Latvia but are authorised in accordance with the legal acts of the relevant third country, if the risk-benefit assessment of such medicinal products is favourable in the permitted conditions of use.
[28 December 2010]
181. The Food and Veterinary Service shall prohibit the distribution of veterinary medicinal products in the cases laid down in the laws and regulations governing the circulation of veterinary medicinal products, if:

181.1. the risk-benefit assessment of the veterinary medicinal products in the conditions of use specified in the dossier of the marketing authorisation is unfavourable, particularly in relation to the benefit to the health and welfare of animals and the benefits to the safety and health of consumers in relation to veterinary medicinal products which are intended for use in the alteration of the physiological functions of the animal organism;

181.2. the veterinary medicinal products do not have the desired therapeutic effect on the target species;

181.3. the qualitative and quantitative composition of the veterinary medicinal product does not conform with that indicated in the dossier of the marketing authorisation;

181.4 the excretion period from the organism of an animal indicated in the dossier of the marketing authorisation of the veterinary medicinal products is not sufficiently long for the food products obtained from the treated animals not to contain such amount of residues of the veterinary medicinal products, which may constitute a hazard to the health of the consumer;

181.5. the manufacture or import of the veterinary medicinal products does not conform to the requirements laid down in the laws and regulations governing the circulation of veterinary medicinal products or the quality control in an undertaking of the merchant manufacturing veterinary medicinal products or the manufacture of the veterinary medicinal products does not conform to the documents which the manufacturer or importer of the veterinary medicinal products has submitted to the Food and Veterinary Service or – in the case referred to in Section 51.2 of the Pharmaceutical Law – to the State Agency of Medicines for the receipt of the licence for the manufacturing of the veterinary medicinal products;

181.6. the labelling or package leaflet of the veterinary medicinal products does not comply with the requirements of this Regulation;

181.7. the information which has been submitted for the receipt of a marketing authorisation, is false;

181.8. the veterinary medicinal products do not have a contrast substance added (if it is necessary in accordance with the requirements laid down in the marketing authorisation);

181.9. the relevant veterinary medicinal products have been prohibited in accordance with the requirements of the laws and regulations governing the circulation of veterinary medicinal products.

[8 December 2009; 28 December 2010]
182. The Food and Veterinary Service is entitled to determine a prohibition to supply or remove from trade only the disputed batches of veterinary medicinal products.

[28 December 2010]
183. The Food and Veterinary Service shall control the conformity of the importer of veterinary medicinal products with the requirements referred to in Paragraphs 6, 7 and 8 of this Regulation, taking into account the procedures laid down in the laws and regulations regarding the manufacture and control of veterinary medicinal products.
[28 December 2010]
184. During control the manufacturer and importer of veterinary medicinal products shall provide the following information and documents to officials of the Food and Veterinary Service:

184.1. regarding control of the batch release of veterinary medicinal products (performed in any Member State) – in accordance with the conditions of the registration dossier of the veterinary medicinal products;

184.2. regarding immunological veterinary medicinal products – copies of all batch release certificates (control reports) approved by the qualified person.

185. The Food and Veterinary Service is entitled to suspend the import of particular veterinary medicinal products or all veterinary medicinal products referred to in a submission for granting of a special authorisation (licence) for the manufacture of veterinary medicinal products or a special authorisation (licence) for the manufacture of medicinal products, if, during control of the importer of veterinary medicinal products, it has been established that:

185.1. the quality control and the batch release of the veterinary medicinal products do not conform to the requirements referred to in Paragraphs 7 and 8 of this Regulation;

185.2. the qualified person does not perform the duties specified in Paragraphs 6 and 7 of this Regulation;

185.3. the importer of veterinary medicinal products during control does not provide the data and documents specified in Paragraph 184 of this Regulation.

[8 December 2009; 28 December 2010]
186. The Food and Veterinary Service shall perform the duties of the competent supervisory authority referred to in Article 43 of European Parliament and Council Regulation No 726/2004 in relation to the veterinary medicinal products which have been registered by the centralised registration procedure and imported.

[28 December 2010]
187. The Food and Veterinary Service may request information from the competent authority of the European Union Member State of origin of the veterinary medicinal products if circulation of veterinary medicinal products of poor quality has been detected. If the Food and Veterinary Service, on the basis of hazard to human or animal health, contests the decision of the competent authority of another Member State, it shall inform the relevant competent authority of its objections or request additional information. The Food and Veterinary Service shall also inform the European Commission and the European Medicines Agency if there are significant differences of opinion between the Food and Veterinary Service and the competent authority of another Member State.
[28 December 2010]
188. The Food and Veterinary Service shall inform the European Medicines Agency regarding the following decisions (indicating the justification thereof) without delay:

188.1. the issuance of a special authorisation (licence) to the merchants referred to in Sub-paragraphs 3.1 and 3.2 of this Regulation;

188.2. a refusal to issue a special authorisation (licence) to the merchants referred to in Sub-paragraphs 3.1 and 3.2 of this Regulation;

188.3. the revocation of the special authorisation (licence) referred to in Sub-paragraphs 3.1 and 3.2 of this Regulation.

[28 December 2010]
189. The owner (holder) of a marketing authorisation of veterinary medicinal products shall notify the Food and Veterinary Service and the Member States, in which the veterinary medicinal products are distributed, regarding suspending the distribution of the veterinary medicinal products or recall thereof from circulation.

[28 December 2010]
190. The Food and Veterinary Service shall inform the European Medicines Agency if:

190.1. the activities referred to in Paragraph 187 of this Regulation are related to the absence of efficacy of the veterinary medicinal products or the protection of public health, or the quality and safety of immunological veterinary medicinal products manufactured and distributed in the Republic of Latvia and other Member States; and

190.2. international organisations, which operate in the field of veterinary pharmaceuticals, have been informed regarding the activities referred to in Paragraphs 188 and 189 of this Regulation.

[28 December 2010]
XVIII. [8 December 2009]
191. [8 December 2009]

192. [8 December 2009]

193. [8 December 2009]

194. [8 December 2009]

XIX. Closing Provisions

195. Cabinet Regulation No. 168 of 25 March 2004, Procedures for the Labelling, Distribution and Control of Veterinary Medicinal Products (Latvijas Vēstnesis, 2004, No. 49, 144; 2006, No. 68), is repealed.

196. Until the issuance of the special authorisation (licence) referred to in Paragraph 3 of this Regulation for the manufacture of veterinary medicinal products, merchants, which have been issued the special authorisation (licence) referred to until the day of the coming into force of this Regulation, are entitled to distribute self-manufactured medicinal products in retail trade;

196.1. for the opening (operation) of a veterinary medicinal product manufacturing undertaking; or

196.2. the manufacture (re-packaging and re-wrapping) of veterinary medicinal products at a wholesaler.

197. Wholesalers, which have been issued a special authorisation (licence) until the day of the coming into force of this Regulation for the opening of a veterinary medicinal product wholesaler, are entitled to distribute imported veterinary medicinal products in retail trade until receipt of a special authorisation (licence) for the manufacture of veterinary medicinal products with the activity indicated in Annex that import of veterinary medicinal products is allowed, but not after 31 October 2007.

198 Special authorisations (licences) for the manufacture 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 term of validity indicated therein. The special authorisations (licences) referred to shall be re-registered in accordance with the procedures laid down in the laws and regulations regarding the procedures for issuing and re-registering special licences for pharmaceutical and veterinary pharmaceutical activities.

199. The exception referred to in Sub-paragraph 62.2 of this Regulation in relation to the use of prescription medicinal products on food-producing animals shall enter into effect on 1 October 2007.
200. The authorisations referred to in Paragraphs 67, 68, 99, 166 and 172 of this Regulation, which have been issued by the State Agency of Medicines by 31 December 2010, shall be valid until expiry of the term of validity indicated therein.
[28 December 2010]
201. An importer and a wholesaler shall, by 30 January 2011, submit a report to the State Agency of Medicines on the marketing of veterinary medicinal products (including parallel imported and parallel distributed veterinary medicinal products) in 2010. The State Agency of Medicines shall aggregate statistics on the consumption of veterinary medicinal product for year 2010 and submit information to the Food and Veterinary Service.
[28 December 2010]
202. The authorisations referred to in Paragraph 9.1 of this Regulation, which are issued by 1 January 2011, shall be in effect until 31 December 2011.
[28 December 2010]
Informative Reference to European Union Directives

This Regulation contains legal norms arising from:

1) Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal products; and

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

Annex 1
Cabinet Regulation No. 407

19 June 2007

Medicinal Products Issued in a Veterinary Pharmacy for Medical Treatment of Productive Animals
[8 December 2009]
Annex 1.1
Cabinet Regulation No. 407

19 June 2007

[28 December 2010]
Minimum Number of Animals in a Herd in Order to Receive an Authorisation for the Purchase of Veterinary Medicinal Products in a Wholesaler
	No.
	Species of farm animals
	Units of cattle 1 (number in one herd)

	1.
	Cattle
	150

	2.
	Pigs
	150

	3.
	Horses
	150

	4.
	Sheep, goats
	25

	5.
	Fur animals
	15

	6.
	Poultry
	50


Note. 1 Units of cattle are calculated in accordance with Table 2 of Annex 5 to Cabinet Regulation No. 108 of 2 February 2010, Regulations Regarding Annual State Aid to Agriculture and the Procedures for Granting Thereof.
Annex 2

Cabinet Regulation No. 407

19 June 2007

[28 December 2010]
	Republic of Latvia

	Food and Veterinary Service

	 

	(address, registration number, telephone and fax number)


Distribution Authorisation for the Selling of the Remaining Veterinary Medicinal Products Held in Stock
In Riga
	 
	No._____________
	 
	 

	 
	 
	(date)
	 

	1. The name, strength, pharmaceutical form and registration number of the medicinal products in the Register of Veterinary Medicinal Products of Latvia 

	__________________________________________________ 


	2. The final date for the distribution of the remaining veterinary medicinal products held in stock
	


	3. Manufacturer of veterinary medicinal products, country
	 


	4. Owner of the marketing authorisation of a veterinary medicinal product
	 


	5. Authorisation holder – the owner of the marketing authorisation of a veterinary medicinal product or parallel importer

	
	 

	
	 

	 
	(indicate name)


	6. Submission for receipt of an authorisation
	 

	 
	(registration number in the Food and Veterinary Service,

	 
	 

	 
	date of submission and registration)


	7. Decision on the issuance of the authorisation for the selling of the remaining veterinary medicinal products held in stock
	

	 
	(number; date)


	The responsible official of the Food and Veterinary Service
	

	 
	(signature and full name)


Date ________________

Place for a seal

Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the authorisation is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 







M. Roze

Annex 3

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Submission for the Receipt of the Authorisation for the Distribution of Parallel Imported Veterinary Medicinal Products in the Republic of Latvia

(mark as appropriate with an x)

For issuance [ ]

For re-registration [ ]

We request the Food and Veterinary Service to issue the authorisation for the distribution of parallel imported medicinal products indicated in Part I in the Republic of Latvia to the applicant indicated in Part I

Part I
	1. Applicant – holder (owner) of the special authorisation (licence):

1.1. registration number ________________________________________________________

1.2. name ________________________________________________________

1.3. legal address _____________________________________________________________

	1.4. number of the special authorisation licence __________________________________________

1.5. address of the place of the pharmaceutical activity _______________________________

1.6. telephone number _______________ fax number ________________________________

	2. Parallel imported veterinary medicinal products to be distributed in the Republic of Latvia:

2.1. name

	2.2. pharmaceutical form

	2.3. strength

	2.4. package size

	2.5. route of administration

	3. Functions of the authorisation holder (mark as appropriate with an x):

3.1. the sale and supply of parallel imported medicinal products in wholesale trade________[ ]

	3.2. the sale and supply of parallel imported medicinal products in retail trade______[ ]

	3.3. import only___________________________________________________[ ]

	4. Special authorisation (licence) of the applicant for the manufacture of veterinary medicinal products (if any)

	5. Document for payment of expenditure (number, date)

	6. Number and date of the previous authorisation (if any)

	7. Contact person in relation to the submission:


Part II
	8. Exporting country of the parallel imported veterinary medicinal products

	9. Licensed wholesaler in the European Union, from which the parallel imported veterinary medicinal products have been purchased

	9.1. name

	9.2. legal address and address of the place of operation of the undertaking

	9.3. postal code

	9.4. city

	9.5. state

	9.6. telephone number

	10. Information regarding the movement of the product before it has reached the supplier referred to in Paragraph 9 of this Regulation
___________________________________________________________________________

	11. Name of the veterinary medicinal products in the exporting country

	12. Manufacturer of the parallel imported veterinary medicinal products:

12.1. name
	A 12. The holder of the marketing authorisation in the exporting country

A 12.1. name

	12.2. legal address and address of the place of operation of the undertaking
	A 12.2. legal address and address of the operation of the undertaking

	12.3. postal code
	A 12.3. postal code

	12.4. city
	A 12.4. city

	12.5. state
	A 12.5. state

	12.6. telephone number
	A 12.6. telephone number

	13. Registration number of the veterinary medicinal products registered in Latvia in relation to which parallel import is performed
	A 13. Registration number of the veterinary medicinal products


Part III
Information regarding the veterinary medicinal products registered in Latvia in relation to which parallel import is performed
	14. Name, form and strength of the medicinal product

	15. Registration number

	16. Holder (owner) of the marketing authorisation

	17. Do the parallel imported veterinary medicinal products differ from the relevant veterinary medicinal products registered in Latvia (mark as appropriate with an x):

	[ ] yes

[ ] no

	18. If the answer is “yes”, indicate the differences:

	18.1. manufacturer

	18.2. stability

	18.3. adjuvants

	18.4. colouring matters, colour code

	18.5. therapeutic indications

18.6. withdrawal period


Part IV
Information regarding re-packaging (re-labelling) in relation to the parallel imported veterinary medicinal products
	19. Indicate re-packaging (re-labelling) (mark as appropriate with an x):

	19.1. re-packaging performed ______________[ ] yes ________________[ ] no

19.2. re-labelling performed _______________[ ] yes _______________[ ] no

	19.3. indicate the changes (mark as appropriate with an x):

19.3.1. change of the secondary packaging (re-packaging) ____________[ ] yes __________[ ] no

19.3.2. package leaflet inserted in the packaging (re-packaging) [ ] yes ___________[ ] no

19.3.3. label on the packaging (re-labelling) ____________________[ ] yes _________[ ] no

19.3.4. other information indicated on the packaging _____________[ ] yes ___________[ ] no

	19.4. full description of the new secondary packaging if the secondary packaging has changed during re-packaging _________________________________________________________________________________

	19.5. the person who performed the re-packaging (re-labelling):

	19.5.1. name

	19.5.2. address of the place of employment

	19.5.3. means of communication

	19.5.4. number of the licence for the manufacture of veterinary medicinal products

	19.6. contracts (if re-packaging (re-labelling) of parallel imported medicinal products has been performed)


Part V
Documents appended (mark as appropriate with an x and indicate the number of pages appended)
	20. Package leaflet for parallel imported veterinary medicinal products in the state of origin thereof and translation thereof into Latvian

	21. Certification of the conformity of the translation of the package leaflet with the package leaflet in the original language

	22. Draft package leaflet for parallel imported veterinary medicinal products

	23. Certification that the package leaflet referred to is identical to the medicinal product package leaflet of veterinary medicinal products registered in Latvia, except permissible differences

	24. Mock-up of the medicinal product labelling, intended for distribution in the Republic of Latvia

	25. Certificate of good manufacturing practice if re-packaging (re-labelling) has been performed in a foreign state

	26. Copy of the licence for the manufacture of veterinary medicinal products, if re-packaging (re-labelling) of the medicinal products has been performed in Latvia

	27. Contract (copy) between persons which performed re-packaging (re-labelling) if they are not the same person

	28. Relevant licences and contracts (copies) between persons who are involved in the storage of products

	29. Samples of the parallel imported veterinary medicinal products (three originals)

	30. Document which confirms payment of the expenditure related to the control of veterinary medicinal products


I, ____________________________________________________________,

(given name, surname, position of the responsible official, applicant or his or her authorised representative)

confirm that the information provided by me is true.

	Responsible official (authorised representative of the applicant):

given name, surname, position ________________________________________________________

signature_______________________________________________________

Date_________________________ Place ___________________________


	Date of receipt of the submission in the Food and Veterinary Service


Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the submission is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 
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Annex 4

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Republic of Latvia

Food and Veterinary Service
Authorisation for the Distribution of Parallel Imported Veterinary Medicinal Products in the Republic of Latvia

	

	(legal address, registration number, telephone and fax number)


In Riga

___________________ 






No. ___

(date of issuance)

___________________ 






No. ___

(date of re-registration)

	On the basis of the Decision No. __________ of the Food and Veterinary Service on the issuance (re-registration) of the authorisation for the distribution of parallel imported veterinary medicinal products in the Republic of Latvia (taken on ________

	 (date, month, year)

	for the opening (operation) of a drug wholesaler, the owner
	 

	 

	(name, type, registration number of the legal person, name of the veterinary drug wholesaler, number of the special authorisation (licence))


is permitted to distribute parallel imported veterinary medicinal products.

	Submission No. for receipt of authorisation
	 

	
	(registration number in the Food and Veterinary Service)

	 
	

	
	(date of receipt and registration in the Food and Veterinary Service)

	 


	Name, form, strength and packaging size of the parallel imported veterinary medicinal product
	Registration number of the parallel imported veterinary medicinal product in the Register of Veterinary Medicinal Products of Latvia
	The holder (owner) of the marketing authorisation of a veterinary medicinal product
	Manufacturer of the veterinary medicinal product

	 
	 
	 
	

	The authorisation for the distribution of the parallel imported veterinary medicinal products in the Republic of Latvia is valid for five years from the day of taking of the decision on granting of the authorisation, indicated in this authorisation.

 

	Name, form and strength of the veterinary medicinal product registered in Latvia in relation to the medicinal product for which parallel import has been performed
	Registration number of the veterinary medicinal product registered in Latvia in the Register of Veterinary Medicinal Products of Latvia
	The holder (owner) of the marketing authorisation of a veterinary medicinal product
Representative in the Republic of Latvia

	 
	 
	 

	
	
	
	
	
	


	The parallel imported veterinary medicinal products have been (mark as appropriate with an x):

re-packaged [ ] yes [ ] no

re-labelled [ ] yes [ ] no

Changes performed

________________________________________________________________________________

Differences between the parallel imported veterinary medicinal products and the veterinary medicinal products registered in Latvia:

(if there are no differences, draw a dash)

manufacturer of the medicinal product ________________________________________________

stability __________________________________________________________________

adjuvants ________________________________________________________

colouring matters, colour code _________________________________________________

therapeutic indications ______________________________________________________

package size ______________________________________________________________

package leaflet ____________________________________________________________

labelling _________________________________________________________________

withdrawal period of medicinal products ________________________________________

	Final date of the authorisation for the commencement of distribution of parallel imported veterinary medicinal products in the Republic of Latvia

__________________________________________________________________________

(date, month, year)

	Responsible official of the Food and Veterinary Service__________________________

(position, given name, surname)

	Signature of the responsible official _____________________________________

	Place for a seal________________

	Date________________


Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the authorisation is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 
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Annex 5

Cabinet Regulation No. 407

19 June 2007

Quality Defects of Veterinary Medicinal Products

1. Class I defects constitute a potential hazard to animal or human health or may cause a serious risk to animal or human health. Such defects shall be notified in any case, using the rapid alert procedure. Examples of Class I quality defects are as follows:

1.1. incorrect medicinal products (the medicinal products described on the labelling of the veterinary medicinal product and the content of the relevant primary packaging are different products);

1.2. correct medicinal products, but incorrect strength of such medicinal products, which may cause a serious risk to animal or human health;

1.3. microbiological contamination of a sterile injectable or ophthalmic veterinary medicinal product;

1.4. contamination of chemical substances, which cause a serious risk to animal or human health;

1.5. cross-contamination of different products within more than one package; or

1.6. incorrect active substances in multi-component medicinal products, which cause a serious risk to animal or human health.

2. Class II defects may cause illness or incorrect treatment of animals, but are not classified as Class I defects, for example:

2.1. incorrect labelling of the veterinary medicinal product, for example, incorrect or incomplete wording or figures;

2.2. incorrect or incomplete information in the package leaflet;

2.3. microbiological contamination of liquid (which is not used for injections) and sterile medicinal products (which are not used in ophthalmology), which may cause a risk to animal or human health;

2.4. chemical or physical contamination (significant impurities, cross-contamination of medicinal products, particulates) of veterinary medicinal products;

2.5. different products have cross-contaminated within one packaging;

2.6. non-conformity to the specifications (for example, stability, filling, weight); or

2.7. insecure closure system, which causes a serious risk to animal and human health (for example, cytotoxic medicinal products).

3. Class III defects may not cause a significant risk to human or animal health, but the recall of the medicinal products may be initiated for other reasons, for example:

3.1. incomplete packaging (for example, incorrect batch number or incorrect expiry date of the medicinal product has been indicated on the labelling or in the package leaflet, or they have not been indicated at all);

3.2. incomplete closure system; or
3.3. contamination of the packaging (for example, microbiological contamination, dirt or detritus (dead organic waste)).

Minister for Agriculture 
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Annex 6

Cabinet Regulation No. 407

19 June 2007
[8 December 2009; 28 December 2010]
Notification on the Recall of Veterinary Medicinal Products

I. Submitter of the notification:
	1. Name
	 


	2. Licence number
	 


	3. Address
	 


	4. Registration number in the database of the Food and Veterinary Service
	 

	 

	(to be completed by the Food and Veterinary Service after receipt of the notification)


II Information regarding the recalled medicinal products
	5. Reference number of the rapid alert notification of a quality defect/recall of medicinal products
	 

	6. Name and details of the sender of the rapid alert notification
	 

	7. Name, strength, form, batch number of the medicinal product
	 

	8. The supplier from which the veterinary medicinal products have been received
	 

	 
	(name, address)

	9. Quantity of the medicinal product received from the supplier
	 


	No.
	Name of the consignee of the veterinary medicinal product
	Amount of the distributed veterinary medicinal products
	Date of return
	Amount of the returned veterinary medicinal products

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


	Person responsible for the recall of veterinary medicinal products from the market
	 

	 
	(position, signature and full name)


Date_____________________________

Minister for Agriculture 
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Annex 7

Cabinet Regulation No. 407

19 June 2007
[8 December 2009; 28 December 2010]
Notification Regarding Continuously Operating Telephone Number (or Other Means of Communication) which is Available for Communication at any Time of the Day or Night and the Persons Responsible for the Recall of Veterinary Medicinal Products

1. Provider of information
	 
	mark as appropriate with an x
	 
	specify the number of the document

	Owner of the marketing authorisation of a veterinary medicinal product
	 
	Marketing authorisation No.
	 

	Manufacturer of veterinary medicinal products
	 
	Special Authorisation (Licence) No.
	 

	Wholesaler of veterinary medicinal products
	 
	Licence No.
	 

	Importer of veterinary medicinal products
	 
	Licence No.
	 


Data of the information provider
	name
	 

	address
	 

	telephone number
	 

	fax
	 

	e-mail address
	 


2. Information regarding persons who are authorised to receive information regarding the recall of veterinary medicinal products, provide information and ensure the recall of veterinary medicinal products:
2.1. the person responsible for the recall of veterinary medicinal products:
	given name, surname
	 

	position
	 

	address of the place of employment
	 

	telephone by which the person is available twenty-four hours a day
	 

	fax
	 

	electronic mail address
	 


2.2. additional contact person:
	given name, surname
	 

	position
	 

	address of the place of employment
	 

	telephone by which the person is available twenty-four hours a day
	 

	fax
	 

	e-mail address
	 


3. Authorisation
By Order No. _____ of the __________________________________________________
 



(name of the merchant/institution) 

(date)

the appointed person responsible (in the absence of the responsible person – the additional contact person) is authorised and responsible 24-hours a day for the receipt of information from the Food and Veterinary Service, and for the suspension of the distribution of veterinary medicinal products and for ensuring the recall of veterinary medicinal products from the market, and for the provision of information to the Food and Veterinary Service specified in the laws and regulations regarding the recall of veterinary medicinal products.

I undertake to notify the Food and Veterinary Service regarding any changes in the information specified not later than within three days.

This document has been drawn up in two copies.

Date _______________________________

Manager _______________________
 (signature and full name)

Place for a seal

________________________________________________________________

To be filled in by an official of the Food and Veterinary Service
	Database registration No.
	 
	 
	–
	 
	 
	–
	 
	–
	 
	 
	 


Official of the Food and Veterinary Service _______________________________
 (position, signature and full name)

Date __________________

Minister for Agriculture 
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Annex 8

Cabinet Regulation No. 407

19 June 2007
[8 December 2009; 28 December 2010]
Ātrās reaģēšanas paziņojums par kvalitātes defektu/zāļu atsaukšanu

Rapid Alert Notification of a Quality Defect/Recall
SVARĪGS – NOSŪTA NEKAVĒJOTIES
IMPORTANT – DELIVER IMMEDIATELY
 

	Pievieno nosaukumu valsts valodā, ja nepieciešams

(add title in national language if necessary)
Pievieno nosūtītāja nosaukumu un rekvizītus

(add letter head of sender)
(turn into bilingual model as required)

	1. Kam

To
(sk. pielikumu, ja ir vairāk nekā viens adresāts)

(see list attached, if more than one adressee)

	2. Zāļu defekta pakāpe, kura dēļ atsauc zāles I

(product recall class of defect) II
(vajadzīgo apvilkt)

(circle one)
	3. Viltojums/kontrabanda (norādīt)*

Couterfeit/fraud (specify)*

	4. Zāles

Product
	5. Zāļu reģistrācijas apliecības numurs*

Marketing Authorization number*
Lietošana cilvēkam/dzīvniekiem (svītrot, ja nepieciešams)

For use in humans/animals (delete if required)

	6. Zīmols/preču zīme

Brand/trade name
	7. Starptautiskais nepatentētais nosaukums (INN) vai ģenēriskais nosaukums

INN or generic name

	8. Zāļu forma (daudzums)
Dosage form
	9. Stiprums

Strength

	10. Sērijas numurs

Batch/lot number
	11. Derīguma termiņa beigas
Expiry date

	12. Iepakojuma lielums un apraksts
Pack size and presentation
	13. Ražošanas datums*
Date of manufacture*

	14. Zāļu reģistrācijas apliecības īpašnieks*
Marketing authorization holder*

	15. Ražotājs**

Manufacturer
Kontaktpersona

Contact person
Tālrunis

Telephone
	16. Firma, kas atsauc (ja atšķiras)
Recalling firm (if different)
Kontaktpersona

Contact person
Tālrunis

Telephone

	17. Atsaukšanas numurs (ja ir pieejams)
Recall number assigned (if available)

	18. Defekta apraksts/atsaukuma iemesls
Details of defect/reasons for recall

	19. Informācija par izplatīšanu, ieskaitot eksportu (pircēju tips, piemēram, slimnīcas)*
Information on distribution including exports (type of customers, e.g. hospitals)*

	20. Darbības, ko izpildījusi kompetentā iestāde
Action taken by issuing authority

	21. Priekšlikums darbībai
Proposed action

	22. No kā (kompetentā iestāde)
From (issuing authority)
	23. Kontaktpersona

Contact person
Tālrunis

Telephone

	24. Paraksts

Signature
	25. Datums

Date
	26. Laiks

Time*

	* informācija nav prasīta, ja paziņo ārpus Eiropas Kopienas
* information not required, when notified from outside EU

	** Direktīvas 2001/83/EK 40.pantā vai Direktīvas 2001/82/EK 44.pantā minētās licences turētājs un licences turētājs, kura vārdā kvalificētā persona ir izlaidusi sēriju saskaņā ar Direktīvas 2001/83/EK 51.pantu vai Direktīvas 2001/82/EK 55.pantu, ja tās ir dažādas personas
** The holder of an authorization referred to [under] Article 40 of Directive 2001/83/EC or Article 44 of Directive 2001/82/EC and the holder of the authorization on behalf of whom the qualified person has released the batch in accordance with Article 51 of Directive 2001/83/EC or Article 55 of Directive 2001/82/EC if different

	Paziņojums ir paredzēts tikai personām, kurām tas ir adresēts, un var saturēt ierobežotas pieejamības un konfidenciālu informāciju, kas ir aizsargājama saskaņā ar likumu. Ja jūs neesat adresāts vai persona, kura ir autorizēta dokumenta saņemšanai kā adresāts, jums tiek paziņots, ka jebkāda pārskatīšana, atklāšana, izplatīšana, kopēšana vai cita darbība, pamatojoties uz šo paziņojumu, nav atļauta. Ja jūs esat saņēmis šo dokumentu ar kļūdu, lūdzu, nekavējoties paziņojiet mums pa tālruni un nododiet to sūtītājam. Paldies.
This is intended only for the use of the party to whom it addresses and may contain information that is privileged, confidential, and protected from disclosure under applicable law. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have received this document in error, please notify us by telephone immediately and return it to us at the above address by mail. Thank you.


Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the submission is drawn up on several pages, the responsible official shall sign each page.

3. If an order has been issued for a subsequent rapid response for a batch, “Rapid Alert following original rapid alert#ref.no#” shall be indicated in Paragraph 18 (to be filled in by the Food and Veterinary Service).

4. The Rapid Alert Notification has a reference number which consists of the State code (in which the fact was originally established) and the code of the competent authority, as well as, if necessary, the classification, correspondence number (for example, LV//II/04/07 – indicates the rapid alert initiative of Level II from Latvia, 04 – the rapid alert in sequence determined by Latvia, 07 – the rapid alert correspondence) (applies to Chapter XV of the Regulation. To be filled in by the Food and Veterinary Service).

5. If the notification is provided for counterfeit veterinary medicinal products, the title shall indicate “Rapid Alert Notification on Counterfeit Medicinal Products”.

6. The owner of a special authorisation (licence) for the manufacture of veterinary medicinal products and the owner of a special authorisation (licence) in whose name the qualified person has performed the release of a batch, if they are different persons, shall be indicated in Paragraph 15 of the notification.
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Annex 9

Cabinet Regulation No. 441

19 June 2007

Informācija par kvalitātes defektu, kas nav steidzama
Follow-up and Non-urgent Information for Quality Defects
 

	Pievieno nosaukumu valsts valodā, ja nepieciešams
(add title in national language if necessary)
Pievieno nosūtītāja nosaukumu un rekvizītus
(add letter head of sender)
(turn into bilingual model as required)

	1. Kam
To
(skatīt pielikumu, ja ir vairāk nekā viens adresāts)
(see list attached, if more than one adressee)

	2. Norādītais atsaukšanas numurs
(recall number assigned)
	2a. Nacionālais references numurs
(kur tas ir norādīts)
National reference number
(where applicable)

	4. Produkts

Product
	5. Zāļu reģistrācijas apliecības numurs
Marketing authorization number

	6. Zīmols/preču zīme
Brand/Trade name
	7. Starptautiskais nepatentētais nosaukums (INN) vai ģenēriskais nosaukums
INN or generic name

	8. Zāļu forma (daudzums)
Dosage form (quantity)
	9. Stiprums

Strength

	10. Sērijas numurs

Batch number
	 

	14. Zāļu reģistrācijas apliecības īpašnieks
Marketing authorization holder

	15. Ražotājs*

Manufacturer*
	16. Kontaktpersona

Contact person

	17. Priekšmeta nosaukums

Subject title
(pievienot pamatinformāciju)
(add bulk message here)

	22. No kā (kompetentā iestāde)
From (issuing authority)
	23. Kontaktpersona

Contact person

	24. Paraksts

Signature
	25. Datums

Date
	26. Laiks

Time

	 
	
	
	


Piezīme. * Direktīvas 2001/83/EK 40.pantā vai Direktīvas 2001/82/EK 44.pantā minētās licences turētājs un licences turētājs, kura vārdā kvalificētā persona ir izlaidusi sēriju saskaņā ar Direktīvas 2001/83/EK 51.pantu vai Direktīvas 2001/82/EK 55.pantu, ja tās ir dažādas personas.
* The holder of an authorization referred to [under] Article 40 of Directive 2001/83/EC or Article 44 of Directive 2001/82/EC and the holder of the authorization on behalf of whom the qualified person has released the batch in accordance with Article 51 of Directive 2001/83/EC or Article 55 of Directive 2001/82/EC if different.
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Annex 10

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Republic of Latvia

Food and Veterinary Service
Authorisation for the Distribution of Unregistered Veterinary Medicinal Products

In Riga

___________________No.________


(date)

On the basis of the Decision No. ____ of the Food and Veterinary Service on the Issuance of the Authorisation for the Distribution of Unregistered Veterinary Medicinal Products in the Republic of Latvia,

(name, type, registration number of the legal person)

the distribution of veterinary medicinal products is permitted in the Republic of Latvia in accordance with

	submission No.
	 
	,
	received
	 

	 
	(registration number in the Food and Veterinary Service)
	 
	 
	(registration date in the Food and Veterinary Service)


for the following medicinal products:
	Product number
	Name, form, strength of the medicinal product and quantity in the packaging
	Holder (owner) of the marketing authorisation
	European Union Member State or European Economic Area State which has granted the marketing authorisation

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 


	The responsible official of the Food and Veterinary Service
	 

	 
	(signature and full name)

	 

	Place for a seal


Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the authorisation is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 
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Annex 11

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Submission

for the Receipt of the Authorisation for the Distribution of Unregistered Veterinary Medicinal Products

We request the Food and Veterinary Service to issue the authorisation for the distribution of unregistered medicinal products in the Republic of Latvia for the medicinal products indicated in Part I of this submission.

Part I

Information regarding the applicant and veterinary medicinal products

	1. Applicant
	 

	1.1. name, type of the legal person
	 
	 

	 
	 

	1.2. registration number
	 
	 

	1.3. telephone number _______________ fax number_________________________________
	 

	1.4. electronic mail address
	 
	 

	2. Veterinary medicinal products:
	 

	2.1. name
	 
	 

	2.2. pharmaceutical form
	 
	 

	2.3. strength
	 
	 

	2.4. package size
	 
	 

	3. 3. Registration number in the Register of Veterinary Medicinal Products of Latvia (for registered medicinal products)
	 
	 

	4. Holder of the marketing authorisation (owner of registration)
	 
	 

	5. European Union Member State or European Economic Area State,
	 
	 

	which has granted the marketing authorisation
	 
	 

	 
	 

	6. Manufacturer of veterinary medicinal products
	 

	6.1. name
	 
	 

	6.2. legal address and address of the operation of the undertaking
	 
	 

	6.3. telephone number _______________ fax number _______________
	 

	7. Contact person in relation to the submission
	 
	 

	 
	 
	 

	 
	(given name, surname, telephone number, fax number, electronic mail address)
	 


Part II

Appended documents

(mark as appropriate with an x, indicate the number of pages appended)
	1. Packaging of the medicinal product with labelling in Latvian
	 

	2. Package leaflet for veterinary medicinal products in the state of the origin thereof and translation thereof into Latvian
	 

	3. Submission of a veterinary medical institution, to which an opinion of the professional section of the Latvian Association of Veterinarians has been appended, which has been justified with reasons for the protection of animal and public health
	 

	Document which confirms payment of the expenditure related to the control of the medicinal product
	 


I, ____________________________________________________________,

(given name, surname, position of the responsible official, applicant or his or her authorised representative)

confirm that the information provided by me is true.

	Responsible official (authorised representative of the applicant):

	given name, surname, position ________________________________________________________

signature __________________________________________________________________

Date _______________________

Place _____________________________


Date of the receipt of the submission at the Food and Veterinary Service __________________

Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the form is sent without using electronic data carriers, the applicant shall sign each page appended to the form.

3. If the submission is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 
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Annex 12

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Republic of Latvia

Food and Veterinary Service
Authorisation for the Distribution of Unregistered Medicinal Products for Individually Granted Medicinal Products

In Riga

No._______________

 (date)

On the basis of the Decision No. ____ of the Food and Veterinary Service on the Issuance of the Authorisation for the Distribution of Unregistered Veterinary Medicinal Products in the Republic of Latvia,

(given name, surname or name, type, registration number, name of the drug wholesaler, number of the special authorisation (licence))

distribution of veterinary medicinal products is permitted in the Republic of Latvia in accordance with
	submission No.
	 
	,
	received
	 

	 
	(registration number in the Food and Veterinary Service)
	 
	 
	(registration date in the Food and Veterinary Service)


for the following medicinal products:
	Medicinal product number
	Name, form, strength of the medicinal product and quantity in the packaging
	Number of the packagings
	Distribution of medicinal product is permitted to

veterinary medical care merchant (name);

practising veterinarian (given name, surname, licence No.)
	Manufactuter of the medicinal product, state

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


	The responsible official of the Food and Veterinary Service
	 

	 
	(signature and full name)


Place for a seal

 

	After bringing in (import) of the quantity of veterinary medicinal products indicated in the authorisation, a new authorisation for the distribution of unregistered veterinary medicinal products is necessary for repeated bringing in of medicinal products.


Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the submission is drawn up on several pages, the responsible official shall sign each page.

Minister for Agriculture 
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Annex 13

Cabinet Regulation No. 407

19 June 2007
[28 December 2010]
Submission for the Receipt of the Authorisations for the Distribution of Individually Granted Unregistered Veterinary Medicinal Products

We request the Food and Veterinary Service to issue the authorisation for the distribution of individually granted unregistered veterinary medicinal products in the Republic of Latvia for the medicinal products indicated in Part I of this submission.

Part I

Information regarding the applicant and medicinal products

	1. Distributor of veterinary medicinal products

	1.1. name, type
	 

	1.2. registration number
	 

	1.3. telephone number _______________ fax number_________________________________

	1.4. electronic mail address
	 

	2. Veterinary medicinal products

	2.1. name
	 

	2.2. pharmaceutical form
	 

	2.3. strength
	 

	2.4. size of the packaging and number of packagings
	 

	3. Manufacturer of veterinary medicinal products
	 

	3.1. name
	 

	3.2. legal address and address of the place of operation of the undertaking
	 

	3.3. telephone number _______________ fax number_________________________________

	4. Contact person regarding the submission (given name, surname, telephone number, fax number, electronic mail address)




Part II

Appended documents

(mark as appropriate with an x, indicate the number of pages appended)
	1. Packaging of veterinary medicinal products
	 

	2. Package leaflet for veterinary medicinal products in the state of origin thereof and translation thereof into Latvian
	 

	3. If the medicinal products are necessary for an individual animal, on the basis of a prescription issued by a practising veterinarian or upon request of a veterinary medical care merchant – the request of the veterinary medical care merchant or the prescription issued by the veterinarian; the name, species, gender, age, identification number of the animal (if any), owner and address thereof*
	 

	4. If the medicinal products are necessary for treatment of a specific animal disease or for performance of medical manipulation in a specific veterinary medical care merchant, the request written out by the practising veterinarian** 
	 

	5. Document certifying payment of the expenditure related to the control of medicinal products
	 


Notes.

1. * The quantity of the product which is necessary for completion of the treatment course, not exceeding three months.

2. ** If necessary, the opinion of the professional section of the Latvian Association of Veterinarians regarding the need for bringing in of the product (a copy of the meeting minutes), indicating the medical indications why the products included in the Register of Veterinary Medicinal Products of Latvia with a similar composition and indications may not be used, or the use thereof is restricted.

I, ____________________________________________________________,

(given name, surname, position of the responsible official, applicant or his or her authorised representative)

confirm that the information provided by me is true.

	Responsible official (authorised representative of the applicant)

	given name, surname, position ________________________________________________________

signature __________________________________________________________________

Date_________________________ Place ___________________________


Date of the receipt of the submission at the Food and Veterinary Service __________________

Notes.

1. In a column or row, which is not completed, a dash shall be drawn.

2. If the form is sent without using electronic data carriers, the applicant shall sign each page appended to the form.

3. If the submission is drawn up on several pages, the responsible official shall sign each page.
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